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Liquichek™ Urinalysis Control

Levels 1 and 2

IVD

Level 1 65831
Level 2 65832

LOT| 65830

g EXP 2016-11-30

435  Bilevel 12 x 12 mL (6 per level)
436 Level 1 12x12mL
REF 437  Level 2 12x12mL c €
435X Bilevel MiniPak 2 x 12 mL (1 per level)
ENGLISH
INTENDED USE

Liquichek Urinalysis Control is intended for use as an assayed quality control urine to monitor the precision of urinalysis test procedures for
the analytes listed in this package insert.
SUMMARY AND PRINCIPLE
The use of quality control materials is indicated as an objective assessment of the precision of methods and techniques in use and is an
integral part of good laboratory practices. Two levels of control are available to allow performance monitoring within the clinical range.
For customers in Germany: Quality control materials are required for 1t of laboratory per € as described in the “Guideline for
Quality Assurance of Medical Laboratory Examinations following the German Medical Association” (Rili-BAK regulation).
REAGENT
This product is prepared from human urine with added human erythrocytes, simulated leukocytes, constituents of animal origin, chemicals,
preservatives and stabilizers. The control is provided in liquid form for convenience.
STORAGE AND STABILITY
This product will be stable until the expiration date when stored unopened at 2 to 8°C. Once the control is opened and stored tightly capped,
all analytes will be stable for 30 days at 2 to 25°C. This product should never be frozen.
This product is shipped under refrigerated conditions.
PROCEDURE
This product should be treated the same as patient
kit, or reagent being used.
Before sampling, allow the control to reach room temperature (18 to 25°C) and invert the vial several times to ensure homogeneity. After each
use, promptly replace the stopper or dispenser tip closure and return to 2 to 25°C storage.
Dispose of any discarded materials in accordance with the requirements of your local waste management authorities. In the event of damage
to packaging, contact the local Bio-Rad Laboratories Sales Office or Bio-Rad Laboratories Technical Services.
DISPENSER TIP INSTRUCTIONS
1. Carefully remove the vial screw cap and stopper.
. Securely attach the dispenser tip to the top of the vial by tightening the original vial screw cap over the dispenser tip.
. Invert the vial several times to ensure homogeneity.
. Remove the dispenser tip closure.
. While holding the urine test strip, gently depress the sides of the dispenser tip. Draw the control sample across all the reagent pads,
thoroughly saturating each pad. Do not aspirate control back into the vial.
. Wipe off dispenser tip and recap with closure being sure not to cross contaminate the level 1 by using level 2 closure.
7. Return vial to 2 to 25°C.
. A new dispenser tip should be used with each new control vial.
LIMITATIONS
1. This product should not be used past the expiration date.
. If there is evidence of microbial contamination or excessive turbidity in the product discard the vial.
. This product is not intended for use as a standard.
. This product contains gentamicin. Follow the instructions provided by manufacturers of the reagent and/or test system for samples
containing gentamicin.
ASSIGNMENT OF VALUES
The results printed in this insert were derived from replicate analyses and are specific for this lot of product. The tests listed were performed
by the manufacturer and/or independent laboratories using manufacturer supported reagents and a representative sampling of this lot of
control. Variations over time and between laboratories may be caused by differences in laboratory technique, instrumentation and reagents,
or by manufacturer test method modifications. Each laboratory should use the results provided only as a reference and establish its own
parameters of precision.
Refer to www.qcnet.com for insert update information.
SPECIFIC PERFORMANCE CHARACTERISTICS
This product is a stabilized liquid product manufactured under rigid quality control standards. To obtain consistent vial-to-vial assay values,
the control requires proper storage and handling as described.
Optional Supplies
RFID Card (enclosed): Refer to Roche Operator's Manual for instructions for use.
Dispenser Tips for Screw Caps (100/package) Item No. 987000 (available separately)
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DEUTSCH

VORGESEHENER VERWENDUNGSZWECK

Die Liquichek Urinalysis Control ist eine Qualitatskontolle fiir in der Urinanalytik angewendete Verfahren zur Bestimmung der in dieser
P i Analyte, mit Zielwer

EINLEITUNG UND ZUSAMMENFASSUNG

Die Verwendung entsprechender Kontrollmaterialien dient der objektiven Beurteilung der Qualitdt von im Labor durchgefiihrten
Untersuchungen und ist ein unerlassli il der guten L. is. Die zwei Level dieser Kontrolle ermdglichen eine umfassende
Qualitétssicherung tiber den gesamten Klinisch relevanten Bereich.

Fiir Anwender in Deutschland: Fir die Beurteilung der Leistungsfahigkeit sind Qualitétskontrollen gemé&B der ,Richtlinie der
Bundesérztekammer zur Qualitétssicherung laboratoriumsmedizinischer Untersuchungen® (Rili-BAK) zu verwenden.

REAGENZ

Dieses Produkt wurde aus Humanurin hergestellt und enthalt Zusatze von menschlichen Erythrozyten und simulierten Leukozyten sowie
Bestandteile tierischen Ursprungs, Cl ikalien, Konservil i und ilisatoren. Die Kontrolle ist gebrauchsfertig, fliissig und
dadurch sehr einfach in der Anwendung.

LAGERUNG UND HALTBARKEIT

Dieses Produkt ist bis zum angegebenen Haltbarkeitsdatum stabil, wenn es ungedffnet bei 2 bis 8°C gelagert wird. Nach dem Offnen sind alle
Analyte 30 Tage stabil, wenn die Kontrolle fest verschlossen bei 2 bis 25°C aufbewahrt wird. Dieses Produkt darf nicht eingefroren werden.
Dieses Produkt wird gekiihlt versandt.

HANDHABUNG

Dieses Produkt ist genau wie eine Patientenprobe zu behandeln und in Ubereinstimmung mit den Vorschriften des Geréte-, Kit- oder
Reagenzherstellers anzuwenden.

Vor Entnahme einer Probe die Kontrolle Raumtemperatur (18 bis 25°C) erreichen lassen und den Inhalt des Flaschchens vorsichtig
durchmischen, um die Homogenitat sicherzustellen. Nach jedem sofort wieder mit dem Stopfen oder dem Tropfaufsatzverschluss
verschlieBen und bei 2 bis 25°C aufbewahren.

Die Entsorgung aller Abfélle ist nach den
bitte Kontakt zur Bio-Rad Niederlassung auf.

ANLEITUNG FUR DEN GEBRAUCH VON TROPFAUFSATZEN

. Vorsichtig den Schraubverschluss und Stopfen des Fldschchens entfernen.

drtlichen i vor

Falls die Verpackung beschédigt ist, nehmen Sie

2. Den Tropfaufsatz auf das Fldschchen setzen und mit dem Originalschr des Fld festziehen.

3. Den Inhalt des Fla: ichtig c um die Homogenitét sicherzustellen.

4. Den Tropfaufsatzverschluss abnehmen.

5. Den Urin-Teststreifen festhalten und die Seiten des es leicht . Die Kontrollp liber alle Reagenzfelder
ziehen, um jedes Feld griindlich mit Probenmaterial zu sttigen. Das Kontrolimaterial nicht wieder in das Fldschchen zuriicksaugen.

6. Die Spitze des Tr Gl und das Fla wieder i Kreu: ination iden: von

Level 2 nicht fiir Level 1 benutzen.
7. Flaschchen wieder bei 2-25 °C lagern.
8. Fiir jedes neue Kontrollflaschchen einen neuen Tropfaufsatz verwenden.
EINSCHRANKUNGEN
. Dieses Produkt nach Ablauf des Haltbarkeitsdatums nicht mehr verwenden.

2. Bei Anzeichen einer mikrobiellen Kontamination oder einer starken Triibung ist die Kontrolle zu verwerfen.
3. Dieses Produkt ist nicht zur Verwendung als Standard geeignet.
4. Dieses Produkt enthélt G Bitte die des Reagenz- und/oder fiir G
Proben beachten.
WERTEERMITTLUNG
Die in dieser P Ergebnisse aus Vielfachb und gelten speziell fiir diese Produktcharge.

Die Bestimmungen wurden vom Hersteller und/oder von unabhéngigen Laboratorien mit vom Hersteller unterstiitzten Reagenzien

durchgefiihrt; dazu wurde eine représentative Stichprobe dieser Produktcharge eingesetzt. Abweichungen im Laufe der Zeit und zwischen

verschiedenen Laboratorien sind mdglicherweise auf iedliche Labor iken, Geréte und R ien oder auf Modifikationen der

Testmethoden durch den Hersteller zuriickzufiihren. Jedes Labor sollte die angegebenen Ergebnisse nur als Richtwerte benutzen und seine

eigenen Prézisionskriterien ermitteln.

Aktualisierte Zielwerttabellen finden Sie im Internet unter www.qcnet.com/de.

SPEZIFISCHE EIGENSCHAFTEN

Dieses Produkt ist ein stabilisiertes, fliissiges Produkt und wurde unter strengen Qualitatsstandards hergestellt. Um reproduzierbare

Ergebnisse von Flaschchen zu Fldschchen sicherzustellen, muss die Kontrolle sachgerecht gelagert und wie angegeben gehandhabt werden.

Optionale Artikel

RFID-Karte (beiliegend): G
dtze fir

g bitte dem Roch 1dbuch
flaschchen (100/Packung), Art.-Nr. 987000 (separat erhaltlich)
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Use by (YYYY-MM-DD)
Verwendbar bis (JJJJ-MV-TT)
Date de péremption (AAAA-MM-JJ)
Data di scadenza (\VAA-M-GG)

Lot Number
Chargen-Nr.
Numéro de lot
Numero di lotto

Catalog Number

InVitro Diagnostic Medical Device
i fir i In-vitro-Diagnostik
Appareil médical de diagnostic in vitro
Dispositivo diagnostico in vitro

Numéro de catalogue
Numero di catalogo

Conformité aux normes européennes
Conformita europea

Nimero de catdlogo Conformidad europea Dispositivo médico para diagndstico in vitro Usar hasta el (AARA-MIM-GG) Nimero de lote
Nimero de catdlogo Conformidade com as normas europeias Dispositivo médico de diagndstico in vitro Utiizar até (AAAA-MM-DD) Nimero de lote
Katalognummer Europeisk isk produkt fr in vitro-diagnostik Anvénd fére (AAAA-MM-DD) Satsnummer
Katalognr. Europzisk overensstemmelse In vitro diagnostisk medicinsk udstyr Anvend for (AAAA-MM-DD) Batchnummer
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Caution, Consult Accompanying Documents Manufacturer Authorized Representative Consultnstructions for Use Temperature Limitation
Achtung, Gebrauchsanweisung beachten Hersteller : isung beachten ¢
Atention, consulter les documents jints Fabricant Représentant agré¢ Consulter la notice d'emploi Limite de température
Attenzione, consultare la documentazione allegata Produttore Rappresentante autorizzato Consultare le istruzioni per I'uso Limite di temperatura
Advertencia, consulte los documentos incluidos Fabricante Representante autorizado Consule las instrucciones de uso LimitaciGn de temperatura
Atengdo, consulte a documentagéo fornecida Fabricante Representante autorizado Consulte as instrugdes de utilizaao Limites de temperatura
Obs! Se medfoljande dokument Tilverkare Auktoriserad representant Lis isni
NB! Se medfolgende dokumenter Producent Autoriseret Benyt
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Liquichek™ Urinalysis Control, Levels 1 and 2

FRANGAIS
UTILISATION
Liquichek Urinalysis Control est une urine titrée de contrdle de la qualité permettant de surveiller la précision des analyses d'urine réalisées
en laboratoire pour les analytes dont la liste figure sur cette notice.
INTRODUCTION ET PRINCIPE
Lutilisation de produits de contrdle de la qualité est indiquée pour évaluer de fagon objective la précision des méthodes et des techniques
utilisées et fait partie intégrante des bonnes pratiques de laboratoire. Deux concentrations sont disponibles afin de permettre un controle de
la qualité sur I'ensemble de la plage de valeurs cliniques.
Pour les clients en Allemagne : Des produits de contrdle de qualité sont pour I'é des per de laboratoire
comme décrit dans la « Directive pour la garantie de la qualité des tests médicaux de laboratoire selon I’Association Médicale Allemande »
(réglement de Rili-BAK).
REACTIF
Ce produit est préparé a partir d’urine humaine a laquelle ont été ajoutés des érythrocytes humains, des leucocytes simulés, des constituants
d’origine animale, des produits chimiques, des agents conservateurs et des stabilisants. Le controle est fourni sous forme liquide pour un
emploi plus aisé.
CONSERVATION ET STABILITE
Ce produit restera stable jusqu’a la date de péremption en flacon non ouvert et conservé entre 2 et 8°C. Une fois contrdle ouvert, tous les
analytes sont stables pendant 30 jours s'ils sont conservés bien bouchés entre 2 et 25°C. Ce produit ne doit jamais étre congelé.
Ce produit est expédié réfrigéré.
MODE OPERATOIRE
Ce produit doit étre traité comme les échantillons de patients, en respectant les instructions accompagnant I'appareil, le kit ou le réactif utilisé.
Avant utilisation, amener le contrdle & la température ambiante (entre 18 et 25°C) et homogeénéiser le produit en agitant plusieurs fois le
flacon. Aprés chaque utilisation, remettre rapidement le bouchon ou la fermeture du bouchon compte-gouttes et conserver entre 2 et 25°C.
Tout déchet doit étre éliminé conformément aux réglementations en vigueur dans le laboratoire pour le traittment des déchets. Si le
conditi ester é votre service ique Bio-Rad local.
INSTRUCTIONS POUR LE BOUCHON COMPTE-GOUTTES
. Avec précaution, enlever le capuchon a vis et le bouchon du flacon.
. Fixer solidement le bouchon compte-gouttes sur le dessus du flacon en vissant le capuchon a vis d’origine sur le bouchon compte-gouttes.
. Homogénéiser le produit en agitant plusieurs fois le flacon.
. Retirer la fermeture du bouchon compte-gouttes.
. En tenant une bandelette de test d’urine, appuyer légérement sur les cotés du bouchon compte-gouttes. Déposer I'échantillon de contréle
sur toutes les plaques de réactifs, en saturant soigneusement chaque plaque. Ne pas aspirer le contréle restant a I'intérieur du flacon.
. Essuyer I'extrémité du bouchon compte-gouttes et reboucher en utilisant la fermeture en veillant a ne pas contaminer le niveau 1 en
utilisant la fermeture du niveau 2.
. Conserver a nouveau le flacon entre 2 et 25 °C.
. Utiliser un nouveau bouchon compte-gouttes avec chaque nouveau flacon de controle.
LIMITES
1. Ne pas utiliser ce produit apres la date de péremption.
2. En cas de contamination microbienne ou de trouble excessif du produit, éliminer le flacon.
3. Ce produit n’est pas congu pour étre utilisé comme étalon.
4. Ce produit contient de la gentamicine. Suivre les instructions fournies par les fabricants de réactif et/ou du systéme de test pour les
échantillons contenant de la gentamincine.
DETERMINATION DES VALEURS
Les résultats indiqués sur cette notice ont été déterminés a partir d’analyses répétées et concernent spécifiquement ce lot de produit. Les
essais indiqués ont été réalisés par le fabricant et/ou par des laboratoires indépendants a I'aide de réactifs acceptés par le fabricant et sur
un échantillonnage représentatif de ce lot de contrle. Les variations dans le temps et entre laboratoires peuvent étre dues a des différences
de méthodes, d’appareils et de réactifs employés par chaque laboratoire ou a des modifications de la méthode d’analyse employée par le
fabricant. Il est recommandé a chaque laboratoire de n’utiliser les valeurs fournies qu'a titre indicatif et d’établir ses propres paramétres
de précision.
Consulter le site www.qcnet.com pour obtenir une mise & jour de la notice.
CARACTERISTIQUES
Ce produit est un liquide stabilisé fabriqué selon des normes rigoureuses de controle de la qualité. Pour obtenir des résultats reproductibles
d’un flacon a I'autre, le contréle doit étre convenablement conservé et manipulé, tel que décrit dans cette notice.
Fournitures en option
Carte RFID (jointe) : Se reporter au Manuel de I'utilisateur Roche pour obtenir le mode d’emploi.
Embouts distributeurs pour flacons de contrdle a bouchon vissé (100/paquet) Article n° 987000 (disponibles séparément)
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ITALIANO
USO PREVISTO
Il Liquichek Urinalysis Control & un controllo di qualita su urine, dosato, formulato per monitorare la precisione delle procedure di analisi sui
test urinari per gli analiti elencati nel presente inserto.
SOMMARIO E PRINCIPIO
L'uso di materiali per il controllo di qualita & indicato come valutazione oggettiva della precisione dei metodi e delle tecniche in uso e
costituisce parte integrante delle buone pratiche di laboratorio. Per permettere di controllare le prestazioni nell’ambito di tutto I'intervallo
clinico sono disponibili due livelli di controllo.
Per i clienti in Germania: si richiedono materiali per il controllo della qualita per la valutazione delle prestazioni del laboratorio, come descritto
nel documento “Linee guida per la garanzia della qualita degli esami svolti nei laboratori medici in conformita ai requisiti dell’Associazione
Medica Tedesca” (Normativa Rili-BAK).
REATTIVO
Questo prodotto & stato preparato da urina umana con aggiunta di eritrociti umani, leucociti simulati, componenti di origine animale, sostanze
chimiche, conservanti e stabilizzanti. Il controllo viene fornito in forma liquida per una maggiore praticita.
CONSERVAZIONE E STABILITA
Questo prodotto & stabile fino alla data di scadenza quando viene conservato, non aperto, a 2-8°C. Una volta aperto, tutti gli analiti sono stabili
per 30 giorni quando il controllo & conservato, ben chiuso, a 2-25°C. Questo prodotto non deve essere mai congelato.
Il prodotto viene spedito refrigerato.
PROCEDURA
Questo prodotto deve essere trattato allo stesso modo dei campioni in esame ed usato secondo le istruzioni che accompagnano lo strumento,
il kit o il reattivo in uso.
Prima dell'uso, lasciare riposare il controllo a temperatura ambiente (18-25°C) e capovolgere delicatamente il flacone diverse volte per garantire
I'omogeneita del contenuto. Dopo ogni uso, chiudere immediatamente con il tappo o con il contagocce e conservare il prodotto a 2-25°C.
Eliminare eventuali materiali residui nel rispetto delle norme locali sullo smaltimento dei rifiuti. Nel caso di danni alla confezione, contattare
gli uffici Bio-Rad o I'agente di zona.
ISTRUZIONI PER IL CONTAGOCCE

1. Togliere con cura la chiusura a vite ed il tappo del flacone.
. Inserire bene il contagocce sulla sommita del flacone stringendo la chiusura a vite originaria sopra il contagocce.
. Capovolgere il flacone diverse volte per garantire 'omogeneita del contenuto.
. Togliere la chiusura dal contagocce.
. Tenendo la striscia del test delle urine, premere i lati del Distribuire il

di reazione, saturando completamente ciascuna di esse. Non aspirare di nuovo il controllo nel flacone.
. Pulire la punta del contagocce e richiuderlo, facendo attenzione a non scambiare la chiusura del livello 1 con quella del livello 2.
. Riportare il flacone a temperature comprese fra 2 e 25 °C.
. Usare un nuovo contagocce per ogni nuovo flacone di controllo.
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di controllo su tutte le aree
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LIMITI
1. Questo prodotto non deve essere usato dopo la data di scadenza.
2. In caso di evidente microbica o di torbidezza nel prodotto, eliminare il flacone.
3. Questo prodotto non & concepito per I'uso come standard di riferimento.
4. Questo prodotto contiene icina. Per i campi i
e/o del sistema di analisi.
ASSEGNAZIONE DEI VALORI
| valori riportati in questo inserto sono il risultato di analisi in replicato e sono specifici per questo lotto di prodotto. Le analisi elencate sono
state dal p! e/o da laboratori i i utilizzando reagenti forniti dal produttore ed una campionatura rappresentativa di
questo lotto di controllo. Le variazioni nel tempo e tra laboratori possono essere causate da differenze nelle metodologie, nelle strumentazioni
o nei reattivi di ogni laboratorio, 0 da modifiche metodologiche dei produttori dei reattivi. Ogni laboratorio dovrebbe utilizzare i valori forniti
solo come guida e dovrebbe stabilire i propri parametri di precisione.
Consultare il sito www.qcnet.it per informazioni sull’aggiornamento dell’inserto.
CARATTERISTICHE
Questo & un prodotto liquido stabilizzato preparato sotto rigidi controlli standard di qualita. Per ottenere una consistente uniformita di risultati
da flacone a flacone, si raccomanda una corretta conservazione e un corretto uso, come descritto.
Materiale opzionale
Scheda RFID (allegata): per le istruzioni per I'uso, consultare il Manuale operativo Roche.
Dispensatori per flaconi con tappo a vite (100/confezione) Articolo n. 987000 (disponibili separatamente)

attenersi alle istruzioni fornite dai produttori del reattivo

ESPAROL
USO INTENCIONADO
Liquichek Urinalysis Control tiene un uso intencionado como orina valorada para el control de la calidad y con el fin de supervisar la precision
de los procedimientos de andlisis de orina y para los analitos que se enumeran en este prospecto.
INTRODUCCION Y PRINCIPIO
El uso de materiales para el control de la calidad esté indicado para la evaluacion objetiva de la precision de los métodos y las técnicas en
uso, y forma parte integral de las buenas practicas del laboratorio. Existen dos niveles de control para permitir supervisar el funcionamiento
dentro del rango clinico.
Para los clientes en ia: Para evaluar el del laboratorio es necesario material para el control de la calidad, tal como se
describe en la “Directriz para el control de Ia calidad de los exdmenes de laboratorios médicos segun la Asociacién alemana de médicos”
(directriz Rili-BAK).
REACTIVOS
Este producto esta preparado a partir de orina humana a la que se afiaden eritrocitos de origen humano, leucocitos artificiales, constituyentes
de origen animal, sustancias quimicas, conservantes y estabilizadores. El control se suministra liquido para mayor comodidad.
CONSERVACION Y ESTABILIDAD
Este producto permanecerd estable hasta la fecha de caducidad, siempre que esté ) sin abrir a una entre 2y 8 °C.
Una vez abierto, todos los analitos permaneceran estables durante 30 dias si se conservan cerrados herméticamente y a una temperatura
entre 2 y 25 °C. El producto nunca debe congelarse.
Este producto se transporta refrigerado.
PROCEDIMIENTO
Este producto debe tratarse de la misma forma que las de
con el instrumento, kit o reactivos utilizados.
Antes del muestreo, deje que el control alcance la temperatura ambiente (entre 18'y 25 °C) e invierta el vial con suavidad para garantizar
su homogeneidad. Tras cada uso, ciérrelo inmediatamente con el tapén o el cierre del tapdn gotero y consérvelo de nuevo entre 2y 25 °C.
Elimine todo material desechable de acuerdo con las normativas locales vigentes sobre la gestion de residuos. En el caso de que el envoltorio
haya sufrido dafios, pdngase en contacto con la oficina de ventas o con el Servicio técnico local de Bio-Rad.
INSTRUCCIONES DE USO DEL TAPON GOTERO
. Retire cuidadosamente el tapon y la tapa de rosca del vial.
. Una firmemente el tap6n gotero a la parte superior del vial apretando la tapa de rosca original del vial sobre el tapon gotero.
. Invierta el vial con suavidad para garantizar su homogeneidad.
. Retire el cierre del tapon gotero.
. Sosteniendo la tira reactiva de la prueba de orina, apriete suavemente el tapon gotero por los lados. Pase la muestra de control por todas
las almohadillas de reactivo, saturando totalmente cada una de ellas. No vuelva a introducir el control en el vial por aspiracion.
. Limpie el extremo del tapon gotero y vuelva a cerrarlo asegurandose de no contaminar el nivel 1 utilizando el cierre del nivel 2.
. Conserve el vial de nuevo entre 2 y 25 °C.
. Con cada nuevo vial de control debe utilizarse un nuevo tapon gotero.
LIMITACIONES
1. Este producto no debe utilizarse después de la fecha de caducidad.
2. Si hubiese indicios de contaminacién microbiana o exceso de turbidez en el producto, deseche el vial.
3. Este producto no esta previsto para ser utilizado como esténdar.
4. Este producto contiene gentamicina. Siga las instrucciones facilitadas por los fabricantes del reactivo o sistema de andlisis para las
que 1a.
ASIGNACION DE VALORES
Los resultados que figuran en este prospecto se obtuvieron a partir de la replicacién de analisis y son especificos de este lote de producto.
Las pruebas fueron realizadas por el fabricante o por laboratorios independientes que utilizaron reactivos admitidos por el fabricante y una
muestra representativa de este lote de control. Las variaciones a lo largo del tiempo y entre laboratorios pueden deberse a diferencias en
las técnicas del laboratorio, su instrumental y sus reactivos, o a modificaciones introducidas en el método de medida del fabricante. Cada
laboratorio debe utilizar los resultados indicados sdlo como referencia, y establecer sus propios parametros de precision.
Puede consultar las actualizaciones de prospectos en la pagina web www.qcnet.com.
CARACTERISTICAS ESPECIFICAS DE FUNCIONAMIENTO
Este es un producto liquido estabilizado que ha sido fabricado segun las més estrictas normas de control de la calidad. Para obtener valores
de ensayo coherentes entre viales, serd necesario almacenar y manipular el control segin se indica.
Suministros opcionales
Tarjeta RFID (adjunta): Consulte las instrucciones de uso en el manual del operador de Roche (Roche Operator’s Manual).
Tapones goteros para viales de tapa de rosca (100/paquete) - N° de referencia 987000 (disponibles por separado)

conforme a las instrucciones incluidas

y debe ser
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Liquichek™ Urinalysis Control, Levels 1 and 2

PORTUGUES

UTILIZAGAO

0 Liquichek Urinalysis Control destina-se a ser utilizado como urina de controlo da qualidade ensaiada para controlar a preciséo dos
procedimentos de andlise de urina para os analitos listados neste folheto informativo.

SUMARIO E PRINCIPIO
A utilizagdo de materiais de controlo da qualidade é indicada como uma avaliagdo objectiva da precisdo de métodos e técnicas aplicados
e ¢ parte integrante das boas praticas laboratoriais. Encontram-se disponiveis dois niveis de controlo para permitir aferir o 10

BEGRANSNINGAR
1. Denna produkt skall inte anvandas efter utgangsdatum.
2. Vid tecken pa mikrobiell kontaminering eller om kontrollen & mycket grumlig skall flaskan kasseras.
3. Denna produkt ar inte avsedd att anvandas som en standard.
4. Denna produkt innehdller gentamicin. Folj anvisningarna fran reagenstillverkaren och/eller testsystemets tillverkare avseende prover

dentro dos limites clinicos.

Para os clientes na Alemanha: A utilizacdo de materiais de controlo da qualidade é necessdria para avaliacdo do desempenho laboratorial,
conforme descrito no documento “Directriz para o Controlo de Qualidade de Exames Médicos Laboratoriais de acordo com a Associacao
Médica Alema” (regulamento Rili-BAK).

REAGENTE

Este produto é preparado a partir de urina humana acrescida de
substancias quimicas, conservantes e estabilizadores. O controlo € fornecido sob forma liquida para maior conveniéncia.
ARMAZENAMENTO E ESTABILIDADE

Este produto permanecera estavel até ao fim do prazo de validade desde que seja armazenado por abrir a uma temperatura de 2 a 8°C. Uma
vez aberto, todos os analitos permanecerdo estéveis durante 30 dias, desde que armazenados com a tampa firmemente apertada a uma
temperatura de 2 a 25°C. Este produto nunca deve ser congelado.

Este produto é enviado em condicdes de refrigeracdo.

de origem animal,

e gentamicin.
NOMINELLA VARDEN
De resultat som anges i denna bi hérror frén repli yser och &r specifika for denna produktbatch. De angivna testerna har
utforts av tillverkaren och/eller ier med d av reagens som stdds av tillverkaren och representatlva prover av

denna kontrollbatch. Variationer dver tiden och fran laboratorium till laboratorium kan bero pa ski i laboratori och
reagenser, eller pd modifikationer i tillverkarens testmetoder. Varje enskilt laboratorium bor faststalla sina egna precisionsparametrar och
endast anvénda de angivna resultaten som referens.

Besok www.qcnet.com for aktuell bipacksedelsinformation.

SPECIFIKA PRODUKTEGENSKAPER

Denna produkt &r en stabiliserad kontroll som framstélls enligt strikta i . For
flaska till flaska skall kontrollen forvaras och hanteras korrekt, enligt anvisningarna.

Valfritt material

RFID-kort (medfoljer) Se anvandarmanualen fran Roche for bruksanvisning.

fran

PROCEDIMENTO Di for (100/for Produktnr 987000 (tillgéngliga separat)
Este produto deve ser tratado da mesma forma que as amostras de pacientes e utilizado de acordo com as i des que 0

instrumento, dispositivo ou reagente que esta a ser utilizado. DANSK

Antes de efectuar a recolha da amostra, permita que o controlo atinja a temperatura ambiente (18 a 25°C) e inverta o frasco varias vezes TILSIGTET ANVENDELSE

para assegurar a homogeneidade. Apds cada utilizagéo, reponha imediatamente a tampa interna ou o conta-gotas e volte a armazenar a

uma temperatura de 2 a 25°C.

Elimine todos os materiais fora de uso de acordo com as disposicdes locais em vigor para a eliminacdo de residuos biolégicos. Na

eventualidade de observar danos na embalagem, contacte a Bio-Rad Laboratories.

INSTRUGOES PARA 0S CONTA-GOTAS

. Retire cuidadosamente a tampa de rosca e a tampa interna.

. Fixe o conta-gotas ao frasco apertando a tampa de rosca original do frasco por cima do conta-gotas.

. Inverta o frasco vdrias vezes para assegurar a homogeneidade.

. Retire a ponta do conta-gotas.

. Segurando a tira de analise de urina, pressione ligeiramente os lados do conta-gotas. Passe a amostra do controlo por todas as zonas
reagentes, saturando por completo cada zona. Néo aspire o controlo novamente para dentro do frasco.

. Limpe a ponta do conta-gotas e volte a coloca-Ia, tendo o cuidado de néo contaminar o nivel 1 com a ponta do nivel 2.

. Volte a colocar o frasco a uma temperatura de 2 a 25°C.

. Deve ser utilizado um novo conta-gotas com cada novo frasco de controlo.

LIMITAGOES
1. Este produto néo deve ser utilizado apds o fim do prazo de validade.

. Se existir evidéncia de contaminagdo microbiana ou turvagéo excessiva no produto, elimine o frasco.

. Este produto ndo deve ser utilizado como padréo.

. Este produto contém gentamicina. Siga as instrugdes fornecidas pelo fabricante do reagente e/ou sistema de testes para amostras que
contenham gentamicina.

VALORIZAGOES

Os resultados impressos neste folheto derivam de andlises repetidas e séo especificos para este lote do produto. Os testes listados

foram executados pelo fabricante e/ou por laboratdrios i utilizando suportados pelo fabricante e uma amostra

representativa deste lote de controlo. Variagdes ao longo do tempo e entre laboratdrios podem dever-se a diferencas de técnicas,

instrumentos ou reagentes, ou a modificagdes nas técnicas de teste pelo fabricante. Cada laboratdrio deve utilizar os resultados fornecidos

apenas como uma referéncia e estabelecer os seus proprios parametros de preciso.

Consulte o site www.qcnet.com para obter informacdes sobre actualizacdes de folhetos informativos.

CARACTERISTICAS ESPECIFICAS DE DESEMPENHO

Este produto é um produto liquido estabilizado, fabricado de acordo com os mais rigidos padrdes de controlo da qualidade. Para obter

valorizagdes consistentes de frasco para frasco, o controlo deve ser manuseado e armazenado de acordo com o descrito.

Consumiveis opcionais

Cartdo RFID (anexo): Consulte as instrucdes de utilizacao no Manual do Operador da Roche.

Conta-gotas para tampas de rosca (100/embalagem) Artigo n.° 987000 (vendido & parte)
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SVENSKA
AVSEDD ANVANDNING
Liquichek Urinalysis Control &r en analyserad kvalitetskontrollurin avsedd for kontroll av precisionen i testforfaranden for urinanalys, for de
analyter som anges i denna bipacksedel.
SAMMANFATTNING OCH PRINCIP

andning av kvali ial &r indicerad for objektiv utvardering av precisionen i anvanda metoder och tekniker och ingér i god
laboratoriepraxis. Tva kontrolinivaer finns tillgangliga for kontroll av prestandan inom det kliniska matomradet.
Fér kunder i Tyskland: Kvalitetskontrolimaterial krévs for utvardering av laboratoriers prestanda, enligt beskrivningen i "Riktlinjer for
kvalitetssékring av utvdrdering av medicinska laboratorier enligt det tyska lakarforbundet” (Rili-BAK-bestammelsen).

REAGENS

Denna produkt &r framstalld av human urin med tillsats av humana erytrocyter, si | av ursprung,
ier, konserveri och stabiliseri Kontr 1sen tillhandahalls i praktisk vatskeform.

FORVARING OCH STABILITET

Denna produkt &r stabil fram till utgangsdatum vid forvaring i odppnad forpackning vid 2 till 8°C. Nar kontroliflaskan har Gppnats &r alla
analyter stabila i 30 dagar om flaskan forvaras val tillsluten vid 2-25°C. Denna produkt far aldrig frysas.
Produkten levereras med kyltransport.
FORFARANDE
Denna produkt skall behandlas pa samma sétt som patientpi och anva enligt
som anvands.
Lat kontrollen uppné rumstemperatur (18 till 25°C) innan den anvands och vand flaskan flera ganger sé att innehdllet blandas ordentligt. Efter
varje anvandning skall flaskan omedelbart forslutas med propp eller dropplock och forvaras enligt anvisningarna i kylforvaring vid 2 — 25°C.
Kasserat material skall hanteras enligt de avfallsbestimmelser som utférdats av lokala myndigheter. Om forpackningen ar skadad, kontakta
ndrmaste Bio-Rad Laboratories forséljningsavdelning eller teknisk serviceavdelning.
ANVISNINGAR FOR ANVANDNING AV KLAMLOCK
1. Avldgsna forsiktigt flaskans skruvlock ach propp.
. Sétt pa dropplocket Idngst upp pé flaskan sé att den sitter stadigt, genom att dra at flaskans skruvlock dver dropplocket.
. Vand flaskan upp och ner flera ganger sa att innehdllet blandas ordentligt.
. Taav skyddet fran dropplocket.
. Hall i teststickan for urin och klam varligt ihop sidorna pa dropplocket. Dra med kontrollen Gver alla reagensrutorna sé att varje ruta
ordentligt. alet far inte sprutas tillbaka ned i flaskan.
. Torka av dropplocket och sétt tillbaka skyddet, och var samtidigt noga med att inte kontaminera nivé 1 genom att anvénda skyddet
till niva 2.
. Sétt tillbaka flaskan i férvaring vid 2-25 °C.
. Ett nytt dropplock skall anvéndas till varje ny kontrollflaska.

for de instrument, kit och reagenser
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Liquichek Urinalysis Control er beregnet til som en y
metoder til urinanalyse for de analytter, der er angivet i indleegssedlen.

in med henblik pa overvéagning af prascisionen af

RESUME 0G PRINCIP

A af kvali er tilsigtet som en objektiv vurdering af de anvendte metoders og teknikkers pracision og er en

integreret del af god laboratoriepraksis. Der findes to kontrolniveauer tilgeengelige til overvagnmg af prastanonen inden for det kliniske omréde.

Til kunder i Tyskland faler er til vurdering af laboratoriepreesf som i "Retningslinjer for
ikring for i i iht. den tyske legeforening” (Rili-BAK-regler).

REAGENS

Dette produkt er fremstillet af human urin tilsat humane erytrocytter, si Al af animalsk oprindelse, kemikalier,

konserver og er. ialet leveres i flydende form af praktiske hensyn.

OPBEVARING 0G STABILITET

Dette produkt er holdbart til udlebsdatoen ved opbevaring udbnet ved 2-8°C. Efter abning vil alle analytter veere stabile i 30 dage ved
opbevaring med teet lukket I4g ved 2 til 25°C. Dette produkt ma aldrig fryses.

Dette produkt forsendes nedkelet.

FREMGANGSMADE

Dette produkt skal som patientp! og iht. de der folger med det anvendte instrument, reagenskit
eller reagens.
Inden analysering skal alet have (18-25°C) og vendes forsigtigt flere gange for at sikre homogenitet. Efter hver

brug skal laget eller drabetaellerlaget straks sattes pa igen, og anbringes ved 2-25°C.
Kasseret materiale skal bortskaffes int. iver. Hvis er
Laboratories forhandler eller teknisk service hos Bio-Rad Laboratories.
ANVISNING TIL DRABET/LLERLAGET

1. Tag forsigtigt ampullens skruelég og I&g af.

den lokale Bio-Rad

2. Sat drabetallerlaget p4 ampullen, sa det sidder godt fast, ved at stramme skruelag over dra laget.

3. Vend ampullen flere gange for at sikre homogenitet.

4. Tag hetten af drabetellerlaget.

5. Hold fat i teststrimlen til urin, og tryk samtidigt let pa siderne af dra laget. For langs samtlige sa hvert
felt bliver godt gennemfugtet. Kontrolmaterialet ma ikke suges tilbage i ampullen.

6. Tor drabeteellerspidsen af, og sat heetten pa. Serg for ikke at bruge heetten til niveau 2, da dette vil medfore at niveau 1 kontamineres.

7. Anbring heetteglasset ved 2 til 25 °C.

8. Der skal anvendes et nyt drabetzllerlag til hver ny ampul med kontrolmateriale.

BEGRANSNINGER

1. Dette produkt ber ikke anvendes efter udlgbsdatoen.

2. Hvis der er tegn pa inering i p , eller det er meget uklart, skal ampullen kasseres.

3. Dette produkt er ikke beregnet til anvendelse som standard.

4. Dette produkt indeholder gentamicin. Folg instruktionerne fra reagensets og/eller testsystemets producent vedr. prover, der

indeholder gentamicin.

TILDELING AF VAERDIER
Resultaterne, der er trykt pa denne indleegsseddel, er udledt af gentagne analyser og er specifikke for dette produktlot. De angivne analyser
blev udfert af producenten og/eller uafhangige laboratorier vha. reagenser af prc og en iv prove af dette

lot af kontrolmateriale. Variationer over tid og imellem laboratorier kan skyldes forskellige laboratorieteknikker, |nstrumemer 0g reagenser,
eller modifikationer i testmetoder fra producentens side. De enkelte laboratorier bar deres egne i og kun
betragte de medfolgende veerdier som vejledende.

Der henvises til www.qcnet.com vedr. opdateringer af indleegssedlen.

SPECIFIKKE YDELSESEGENSKABER

Dette produkt er en stabiliseret vaske, der er produceret under strenge kvalitetskontrolkrav. Kontrolmaterialet skal opbevares korrekt og
héndteres som anvist for at give palidelige resultater.

Ekstra produkter

RFID-kort (vedlagt): Der henvises til Roche-brugervejledningen for anvisninger i brug.

Dispenserspidser til skruelag (100 stk./pakke), artikelnr. 987000 (fas separat)




Liquichek™ Urinalysis Control, Levels 1 and 2

TURKGE

KULLANIM AMACI

Liquichek Urinalysis Control, idrar analizi test prosediirlerinin bu prospektiiste listelenen analitler icin kesinliginin takip edilmesi amaciyla,
degerleri bilinen bir kalite kontrol idrar olarak kullaniimasi igindir.

OZET VE PRENSIP

Kalite kontrol materyallerinin kullaniimasi, caligilan yontemlerin ve tekniklerin kesinlidi ile ilgili objektif bir degerlendirme yapiimasi icindir ve
iyi laboratuvar uygulamalarinin ayrilmaz bir parcasidir. Klinik aralikta performansin takip edilmesi icin iki seviye kontrol mevcuttur.

Almanya’daki m igin: L perfor “Alman Tip Demegl nin izinde Tibbi Laboratuvar incelemeleri Kalite Kontrol
Kilavuzu” (Rili-BAK dii i sekilde deger i icin, kalite kontrol malzemeleri gereklidir.
REAKTIF

Bu (irlin, insan eritrositleri, simule edilmis I6kositler, hayvan kaynakli bi koruyucu ve orlerin eklendigi
insan idrarindan hazirlanmaktadir. Kontrol kolay kullanim amaciyla sivi formda verilmektedir.
SAKLAMA VE STABILITE
Bu (iriin agiimadan 2 ila 8°C arasinda saklandiginda son kullanma tarihine kadar stabildir. Kontrol acilip sikica kapatilarak saklandiginda, tiim
analitler 2 ila 25°C arasinda 30 giin stabildir. Bu iiriin hichir zaman dondurulmamalidir.
Bu iiriin sogutulmus kosullar altinda sevk edilir.
PROSEDUR
Bu iirlin hasta 6rnekleri ile ayni tabi ve
olarak calisiimalidir.
Numune almadan 6nce kontroliin oda sicaklidina (18 ila 25°C) gelmesini bekleyin ve homojen hale gelmesini saglamak icin flakonu birkag
kere ters gevirin. Her kullanimdan sonra kapagini kapatin veya damlaligi takin ve 2 ila 25°C arasinda saklayin.
Herhangi bir atik malzemeyi yerel atik yonetimi yetkililerinin gereklerine uygun olarak atin. Ambalajda hasar olmasi durumunda, Bio-Rad
Laboratories Satis Ofisi veya Bio-Rad Laboratories Teknik Servisi ile irtibata gegin.
DAMLALIK TALIMATLARI
1. Flakonun vidal bashgini ve kapagini dikkatle cikarin.
. Orijinal flakonun vidal kapagini damlaligin Gizerine sikistirarak damlaligi flakonun Ust kismina saglamca takin.
. Homojen hale gelmesini saglamak icin flakonu birkag kere ters gevirin.
. Damlaligin kapagini ¢ikarin.
. ldrar test stribini tutarken, damlaligin yanlarindan yavasca bastirin. Kontrol numunesini reaktif pedlerinin her yerine ve her bir pedi iyice
islatarak uygulayin. Kontrolii flakonun iine geri aspire etmeyin.
6. Damlaligi silin ve seviye 1'i seviye 2'nin kapagini kullanarak kontamine etmediginizden emin olarak kapagini kapatin.
7. Flakonu 2 ila 25°C arasinda saklamaya devam edin.
8.
Il

olan cihaz, kit veya reaktif ile birlikte verilen talimatlara uygun

[S 0 SIS

. Her yeni kontrol yeni damlalik
SINIRLAMALAR

1. Bu iiriin son kullanma tarihinden sonra kullaniimamalidir.

2. Uriinde mikrobiyal kontaminasyona veya agiri tiirbiditeye dair bir gsterge varsa, flakonu atin.

3. Bu iriiniin bir standart olarak kullaniimasi amaclanmamigtir.

4. Bu iiriin gentamisin icerir. Reaktif ve/veya test sistemi iireticilerinin

DEGERLERIN TAYiN EDILMESI

Bu prospektiiste yazili olan sonuclar tekrar tekrar yapilan analizlerden elde edilmistir ve Griiniin bu lotuna 6zgiidir. Listelenen testler,

Greticinin sagladlgl reaktifler ve kontroliin bu lotunun temsili bir numune5| kullanilarak dretici ve/veya bagimsiz laboratuvarlar tarafindan
ilmistir. Zaman icerisi ive lar teknidi, cihaz ve reaktiflerdeki farkliliklar veya

uretlcmm test yontemindeki modifikasyonlari neden olabilir. Her laboratuvar sadece referans olarak saglanan sonuglari kullanmali ve kendi

kesinlik parametrelerini belirlemelidir.

Giincel prospektils bilgileri igin www.qcnet.com adresine bakin.

SPESIFiK PERFORMANS OZELLIKLERI

Bu iriin, siki kalite kontrol standartlari altinda Gretilmis stabilize bir swi Girlindiir. Flakondan flakona tutarli test dederleri elde etmek igin

kontroliin belirtilen seki ve g

istege bagh Malzemeler

RFID Karti (ektedir): Kullanim talimatlari igin Roche Kullanici Kilavuzuna bakin.

Vidali kapaklar icin damlaliklar (100/paket) Parca No. 987000 (ayr olarak mevcuttur)

DIPNOTLAR

(1) Bazi analitlerde tipik olmayan bir renk go

(2) Tipik olmayan renk gdzlenmistir.

(3) Reaksiyon gorsel olarak pozitiftir. Cihaz okuma degeri tipik olmayan renkten dolayi negatiftir.

(4) Duyarlihgi = 10 miU/mL olan diger test kitlerinde.

(5) Roche damlaliklarin kullaniimasindansa striplerin batinimasini Gnermektedir.

(6) Mikroskopik analizde bakteriler mevcut olabilir. Beklenen dederler veya stabilite icin herhangi bir dneride bulunulmamistir.

(7) Ipf = diistk giic alani;
hpf = yiiksek gii¢ alani.

(8) Sonuglar KOVA idrar Analizi Si in Uretici takip edilerek elde edilmistir.

(9) insan idran matriksinden dolayi bu iiriin bilinen diger idrar kristallerinden ve kalintisindan da icerebilir ve bunlar icin beklenen
performans veya stabilite icin herhangi bir Gneride bulunulmamigtir.

(10) Bu iirlin Sistin kristalleri icerir.

§ Bu testile ilgili ortalama degerlerin ve kabul edilebilir araliklarin belirlenmesi icin gereken veriler tayine sinirli sayida katiimdan dolay
saglanamamistir. Merkeziniz bu test ile ilgili Deder Tayini Programina katimayi diisiiniiyorsa, liitfen yerel Bio-Rad Satis veya Teknik
Servis Grubu ile irtibata gecin.

< SADECE ULUSLARARASI KULLANIM - Asagidaki bolim Birlesik Devletlerde diagnostik kullanim i¢in mevcut olmayan yontemlere dair
veriler icermektedir.

in igeren icin takip edin.

ir. Sonuglar iyon yc
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ENGLISH

Biological source material. Treat as potentially infectious.

The serum from each donor contributing urine for this product
was tested by FDA accepted methods and found non-reactive for
Hepatitis B Surface Antigen (HBsAg), antibody to Hepatitis C (HCV)
and antibody to HIV-1/HIV-2. This product may also contain other
human source material for which there are no approved tests.
In accordance with good laboratory practice, all human source
material should be considered potentially infectious and handled
with the same precautions used with patient specimens.

Contains 5-chloro-2-methyl-2H-isothiazol-3-one.

Hazard (H) and Precautionary (P) Statements

H317 May cause an allergic skin reaction. P261 Avoid breathing
dust/fume/gas/mist/vapours/spray. P280 Wear protective
gloves/protective clothing/eye protection/face protection. P272
Contaminated work clothing should not be allowed out of the
workplace. P363 Wash contaminated clothing before reuse.
P333+P313 If skin irritation or rash occurs: Get medical advice/
attention. P302+P352 IF ON SKIN: Wash with plenty of soap
and water.

Safety Data Sheet (SDS) available for professional users on
www.bio-rad.com.

DEUTSCH

Material biologi Als

zu behandeln.

Das Serum jedes Spenders, der Ur|n fiir diese Kontrolle gespendet

hat, wurde mit von der alm:l i Ar de

FDA (Food and Drug Admi ion) 2L

auf Hepatitis-B-Oberflachen-Antigen (HBsAg), Antikdrper gegen

Hepatitis C (HCV) und Antikdrper gegen HIV-1/HIV-2 getestet

und fiir nicht reaktiv befunden Das Produkt enthalt unter
a andere Ursprungs fir die

kelne Tests existieren. In Ubs mit der

guten Laborpraxis sollten alle Materialien humanen Ursprungs als

potenziell infektids betrachtet und mit der gleichen Sorgfalt wie

Patientenproben behandelt werden.

Enthélt 5-Chlor-2-methyl-2H-isothiazol-3- on

H- und P-Sétze zu Gefak gen und

H317 Kann gi Hautreaktionen ver P261 Einatmen

von Staub / Rauch / Gas / -Nebel / Dampf / Aerosol vermelden P280

Schutzhandschuhe / SchutzKlei / /G

tragen. P272 inierte Arbei i nicht des

Arbeitsplatzes tragen. P363 ierte Kleidung vor

Tragen waschen. P333+P313 Bei Hautreizung oder -ausschlag:

Arztlichen Rat einholen/arztliche Hilfe hinzuziehen. P302+P352 BEI

KONTAKT MIT DER HAUT: Mit viel Wasser und Seife waschen.

Sicherheitsdatenblatter (SDB) stehen Ihnen im Internet unter

www.bio-rad.com zur Verfiigung.

FRANGAIS

Produit d'origine  biologique. A
potentiellement infectieux.

Le sérum de chaque donneur d’urine a été analysé a I'aide de
méthodes approuvées par la FDA (Food and Drug Administration,
U.S.A) et a présenté des résultats négatifs pour I'antigéne de
surface de I'népatite B (AgHBS), et les anticorps de I'népatite C
(VHC) et du VIH-1/VIH-2. Il est possible que ce produit contienne

infektios

considérer comme

H317 Peut provoquer une allergie cutanée. P261 Eviter de respirer
les poussiéres / fumées / gaz / brouillards / vapeurs / aérosols.
P280 Porter des gants de protection / des vétements de protection
/ un équipement de protecnon des yeux / du visage. P272 Les
de travail ne ient pas sortir du lieu de
travail. P363 Laver les vétements contaminés avant réutilisation.
P333+P313 En cas d'irritation ou d’éruption cutanée: consulter un
médecin. P302+P352 EN CAS DE CONTACT AVEC LA PEAU: laver
abondamment & I'eau et au savon.
Une fiche de sécurité (SDS) est a disposition des utilisateurs
professionnels sur le site www.bio-rad.com.

ITALIANO

Materiale  di  origine
potenzialmente infettivo.

Il siero di ciascun donatore di urina utilizzata per preparare questo
prodotto € stato testato mediante metodi approvati dalla FDA ed
€ risultato non reattivo per I'antigene di superficie dell’epatite B
(HBsAg), I'anticorpo contro I'epatite C (HCV) e I'anticorpo contro
I'HIV-1/HIV-2. Questo prodotto pud anche contenere altro materiale
di origine umana per il quale non esistono procedure di dosaggio
approvate. Secondo le buone pratiche di laboratorio, tutti i materiali
di origine umana devono essere considerati potenzialmente
infettivi, percio si raccomanda di trattare questo prodotto con le
medesime precauzioni adottate per i campioni dei pazienti.
Contiene 5-cloro-2-metil-2H-isotiazol-3-one.

Dichiarazioni di Rischio (H) e Precauzionali (P)

H317 Pud provocare una reazione allergica cutanea. P261 Evitare
di respirare la polvere / i fumi / i gas / la nebbia / i vapori / gli
aerosol. P280 Indossare guanti / indumenti protettivi / Proteggere
gli occhi / il viso. P272 Gli indumenti da lavoro contaminati non
devono essere portati fuori dal luogo di lavoro. P363 Lavare
gli indumenti contaminati prima di indossarli

biologica. ~ Trattare  come

PORTUGUES H317 Kan fordrsage allergisk hudreaktion. P261 Undga
Material de origem bioldgica. Tratar como indanding af pulver / rog / gas / tage /damp / spray. P280 Beer
potencialmente infeccioso. y / y TN /
0s0ro de cada dador cuja urina foi utilizada no fabrico deste produto i . P272 Ti arbejdstaj bar ikke fiernes
foi testado pelos métodos aprovados pela FDA ( fra j P363 Ti toj skal vaskes, for det kan

dos Alimentos e Farmacos dos Estados Unldos da América),
tendo sido considerado néo reactivo em antigénios de superficie
da hepatite B (HBsAg), anticorpo da hepatite C (HCV) e anticorpos
HIV-1/HIV-2. Este produto também podera conter outros materiais
de origem humana para 0s quais ndo existem testes aprovados.
De acordo com as boas praticas Iaburalonals todo 0 matenal de
origem humana deve ser i )

pelo que deverd ser manuseado com as mesmas precaugdes
utilizadas com as amostras dos pacientes.

Contém 5-cloro-2-metil-2H-isotiazol-3-ona.

Frases de Perigo (H) e de Prudéncia (P)

H317 Pode provocar uma reaccdo alérgica cutdnea. P261
Evitar respirar as poeiras / fumos / gases / névoas / vapores /
aerossdis. P280 Usar luvas de proteccdo / vestudrio de proteccdo
/ proteccdo ocular / proteccdo facial. P272 A roupa de trabalho
contaminada ndo pode sair do local de trabalho. P363 Lavar a
roupa contaminada antes de a voltar a usar. P333+P313 Em caso
de irritacéo ou erupcéo cutanea: consulte um médico. P302+P352
SE ENTRAR EM CONTACTO COM A PELE: lavar com sabonete e
4gua abundantes.

Existem fichas de dados de seguranca (SDS) disponiveis para os
utilizadores profissionais em www.bio-rad.com.

anvendes igen. P333+P313 Ved hudirritation eller udslet: Sog
legehjelp. P302+P352 VED KONTAKT MED HUDEN: Vask med
rigeligt sebe og vand.

Professionelle brugere kan fa sikkerhedsdatabladet (SDS) pa
www.bio-rad.com.

TURKGE

Biyolojik  kaynakli
muamele edin.
Bu drlin icin idrar alinan her bir donériin serumu FDA tarafindan
kabul edilen yontemlerle test edilmistir ve Hepatit B Yiizey Antijeni
(HBsAg), Hepatit C'ye kar§| antlkor (HCV) ve HIV-1/HIV-2'ye karsi
antikor Bu iriin
ayni zamanda heniiz onaylanmls testi bulunmayan diger insan
kaynakli maddeler de icerebilir. iyi laboratuvar uygulamasina uygun
sekilde, tiim insan kaynakli maddeler potansiyel bulasici olarak
dikkate alinmalidir ve hasta drneklerinde uygulanan onlemlerin
aynist ile kullaniimalidir.

5-kloro-2-metil-2H-izotiyazol-3-on igerir.

Tehlike (H) ve Onlem (P) Bildirileri

H317 Alerjik cilt reaksiyonuna neden olabilir. P261 Toz / duman /
gaz / bugu / buhar / serpintiyi solumaktan kaginin. P280 Koruyucu

madde. Potansiyel bulasici olarak

SVENSKA
Material av
potentiellt infektiost.

Serumprover fran alla urindonatorer till denna produkt har testats

Skall som

P333+P313 In caso di irritazione o eruzione della pelle: consultare
un medico. P302+P352 IN CASO DI CONTATTO CON LA PELLE:
lavare abbondantemente con acqua e sapone.

Scheda informativa sulla sicurezza (SDS) ad uso professionale
disponibile al sito www.bio-rad.com.

enligt FDA metoder och har visat sig icke-reaktiva for
hepatit B ytantigen (HBsAg), antikroppar mot hepatit C (HCV) och
antikroppar mot HIV-1/HIV-2. Denna produkt kan &ven innehélla
annat material av humant ursprung, for vilket godkanda tester
saknas. Enligt god laboratoriepraxis bor alla material av humant
ursprung | betraktas som potentlellt infektisa och hanteras enligt

ESPANOL

Material de  origen
potencialmente infeccioso.
Los sueros de todos los donantes de orina utilizada en la fabricacion
de este producto se han analizado segin métodos de andlisis
aceptados por la FDA (agencia estadounidense para alimentos
y farmacos) y se ha determinado que no reaccionan contra el
antigeno superficial de la hepatitis B (HBsAg), el anticuerpo de la
hepatitis C (VHC) y el anticuerpo del VIH-1/VIH-2. Este producto
puede contener asimismo material de origen humano para el que

biolégico.  Manipular  como

samma forsikti gler som p: p

Innehaller 5-klor-2-metyl-2H-isotiazol-3-on.

F i (H-angit ) och i (P

H317 Kan orsaka allergisk hudreaktion. P261 Undvik att |nandas

damm / rok / gaser / dlmma / angor / sprej P280 Anvand

skyddsnandskar / /0 / P272
ader far inte frén ar

P363 Nedsténkta klader ska tvéttas innan de anvands igen.

P333+P313 Vid hudirritation eller utslag: Sok lakarhjélp.

P302+P352 VID HUDKONTAKT: Tvitta med mycket tval och vatten.

no existen andlisis homologados. De acuerdo con las précticas de
Iaboratono correctas todo material de origen humano se debe
i0so y manipular con las mismas
precauciones que las muestras de pacientes.

Contiene 5-cloro-2-metil-dihidro-isotiazol-3-ona.

Indicaciones de peligro (H) y de precaucion (P)

H317 Puede provocar una reaccion alérgica en la piel. P261
Evitar respirar el polvo / el humo / el gas / la niebla / los vapores
/ el aerosol. P280 Llevar guantes / prendas / gafas / mascara de
p ion. P272 Las prendas de trabajo contaminadas no podran

d’autres substances d’origine humaine pour il nexiste
pas de test agréé. Conformément aux bonnes pratiques de
laboratoire, toute substance d' onglne humaine doit étre considérée
comme et ipulée avec les mémes
précautions que les échantillons provenant de patients.

Contient du 5-chloro-2-méthyl-2H-isothiazol-3-one.

Mentions de dangers (H) et conseils de prudence (P)

sacarse del lugar de trabajo. P363 Lavar las prendas contaminadas
antes de volver a usarlas. P333+P313 En caso de irritacion o
erupcion cutdnea: Consultar a un médico. P302+P352 EN CASO
DE CONTACTO CON LA PIEL: Lavar con agua y jabdn abundantes.
La ficha de datos de seguridad (SDS) estd disponible para los
usuarios profesionales en www.bio-rad.com.

Saker (SDS)  for labor finns  pa
www.bio-rad.com.

DANSK

Biologisk i iale. Bor som

potentiel smittekilde.

Serum fra hver donor, der har leveret urin til fremstilling af dette
produkt, er blevet testet med metoder, der er godkendte af FDA, og
er fundet ikke-reaktiv over for hepatitis B overfladeantigen (HBsAg),
antistof mod hepatitis C (HCV) og antistof mod HIV-1/HIV-2. Dette
produkt kan ogsa indeholde andet humant kildemateriale, for
hvilket der ikke findes tests. | med

eldiven / giysi / goz 1 yiiz kullanin.
P272 Kontamine olmus is Kiyafetine calisma alani disinda izin
veril idir. P363 Tekrar once kontamine olmus
giysileri yikayin. P333+P313 Cilt tahrisi veya dokiintli meydana
gelirse: Tibbi tavsiye/bakm alin. P302+P352 CILT UZERINE
GELDIGINDE: Sabun ve su ile iyice yikayin.

Profesyonel kullanicilar, Giivenlik Bilgi Formunu (SDS) su adreste
bulabilirler; www.bio-rad.com.

BA:E
FRRZEMARBIESATOET, JERA ORI, B3
DAHEENBBEDEL T IRIFERBICH I ERL TSI
YIRWLESW,

HBsHLR. HCVILE, BELTHIV-1/ 2R E IF KE
FDARERELZ AW TREE LTV REDORRES
TWET LA L REE MR EE SO RA OBRE M
FRRILEETHUNEEIBISNTBYEE AL LIS
T AMRETHERAOBEIEGLPICHEV, $RTOE MY
BICBRAOTRENAHZEDOELT, +9EBLTRYR
STLEEN,

5-900-2-AFI-2HAVF 7 =) -3- 4V EEHLTVET,
BERAESHERH) SLVEEESE(P)

H3177 L X — M RERIGERITRNL 55, P261H
CA/E/AR/IANFER/ AT L— DR A %% T2, P280
REFL/RER/RERF/ REAEEAT5.P27275
RENTAFEREFERZ DI OHIRN,P3635FR SN
KFEBHEAT5EICE%EET 5, P333+P3 13K
ICRUBF R REBDELTIIZA. ERIOZM/ FE TR
17%,P302+P352 K EITEL/IHE. ZBOKERAR
THD.

god laboratoriepraksis bgr alle materialer af human oprindelse
betragtes som potentiel smittekilde og handteres efter samme
forholdsregler som patientprover.

Indeholder 5-chlor-2-methyl-2H-isothiazol-3-on.

H-satninger og P-sa@tninger

LeF—4>—h (SDS) IZDWTI, diag_jp@bio-rad.com.
ABREWEDELEEN,




SSARY GLOSSAI 0SSAIRE GLOSSARIO GLOSARIO 0SSARIO ORDLIS ORDLISTE
ANALYTES ANALYTE ANALYTES ANALITI ANALITOS ANALITOS ANALYTER ANALYTTER
Bilirubin Bilirubin Bilirubine Bilirubina Bilirubina Bilirrubina Bilirubin Bilirubin
Blood Blut Sang Sangue Sangre Sangue Blod Blod
Casts Harnzylinder Cylindres Cilindri Cilindros Cilindros Cylindrar Cylindre
Clarity Klarheit Clarté Limpidezza Claridad Transparéncia Klarhet Klarhed
Color Farbe Couleur Colore Color Cor Farg Farve
Creatinine Creatinin Créatinine Creatinina Creatinina Creatinina Kreatinin Creatinin
Crystals Kristalle Cristaux Cristalli Cristales Cristais Kristaller Krystaller
Glucose Glucose Glucose Glucosio Glucosa Glicose Glukos Glucose,
hCG (also described as Pregnancy) hCG (auch als hCG (également décrit hCG (descritto anche hCG (también descrito hCG (também descrito hCG (Graviditet) hCG (graviditet)

Schwangerschaftshormon comme Grossesse) come Gravidanza) como Embarazo) como Gravidez)
bezeichnet)
Ketones Ketone Cétones Chetoni Cetonas Cetonas Ketoner Ketoner
Leukocytes Leukozyten Leucocytes Leucociti Leucocitos Leucdcitos Leukocyter Leukocytter
Microalbumin Mikroalbumin Microalbumine Microalbumina Microalbdmina Microalbumina Mikroalbumin Microalbumin
Nitrite Nitrit Nitrite Nitriti Nitrito Nitrito Nitrit Nitrit
Osmolality Osmolalitdt Osmolalité Osmolalita Osmolalidad Osmolalidade Osmolalitet Osmolalitet
pH pH pH pH pH pH pH pH
Protein, Total GesamteiweiB Protéine, totale Proteine totali Proteinas, Totales Proteina, Total Protein, totalt Protein, total
Protein-to-Creatinine Ratio Protein-Creatinin-Verhéltnis Rapport protéine/créatine Rapporto proteine-creatinina indice proteina/creatinina Razéo proteina/creatinina Protein-kreatininkvot Protein-Creatin forhold
Red Blood Cells (RBC) Erythrozyten (RBC) Globules rouges (RBC) Eritrociti (RBC) Glbulos rojos (RBC) Glébulos vermelhos (RBC) Erytrocyter (RBC) Rade blodlegemer (RBC)
Specific Gravity Spezifisches Gewicht Gravité spécifique Peso specifico Densidad especifica Densidade Specifik vikt Vagtfylde
Urobilinogen Urobilinogen Urobilinogéne Urobilinogeno Urobilindgeno Urobilinogénio Urobilinogen Urobilinogen
White Blood Cells (WBC) Leukozyten (WBC) Globules blancs (WBC) Leucociti (WBC) Leucocitos (WBC) Gldbulos brancos (WBC) Leukocyter (WBC) Hvide blodlegemer (WBC)
TERMS BEGRIFFE TERMES TERMINI TERMINOS TERMOS TERMER ORDLISTE
Abnormal Abnormal Anormal Anormale Anormal Anormal Onormal Abnormal
Absent Nicht vorhanden Nul Assente Ausente Ausente Saknas Ikke til stede
Amber Bernsteinfarben Ambre Ambra Ambar Ambar Barnsten Ravgul
Brown Braun Brun Marrone Marron Marron Brun Bruin
Cells Zellen Cellules Cellule Células Células Celler Celler
Clear Klar Claire Limpida Clara Transparente Klar Klar
Cloudy Wolkig triib Trouble Opaca Turbia Turvo Grumlig Grumset
Freezing Point Depression i du point de del punto Descenso del punto de congelacion Depressao do ponto de congelacdo Fryspunktssankning Frysepunktssankning
di congelamento
Hazy Schwach triib Légérement trouble Leggermente opaca Ligeramente turbia Ligeiramente Turvo Svagt grumlig Let grumset
Large GroB Grand Grande Grande Grande Hog Stor
Light Yellow Hellgelb Jaune clair Giallo chiaro Amarilla clara Amarelo Claro Ljusgul Lysegul
Magnification VergroBerung Grossissement Ingrandimento Aumento Ampliacao Forstoring Forstorrelse
Manufacturer Method Herstellerverfahren Méthode du fabricant Metodo del produttore Método del fabricante Método do fabricante Tillverkningsmetod Producentens metode
Mean Mittelwert Moyenne Media Media Média Medelvarde Middelveerdi
Moderate MéBig Modéré Moderato Moderado Moderado Méttlig Moderat
Negative Negativ Négatif Negativo Negativo Negativo Negativ Negativ
Normal Normal Normal Normale Normal Normal Normal Normal
Occasionally present Gelegentlich Nachweisbar Présent occasionnellement Presenza occasionale Ocasionalmente presente. Ocasionalmente presente Forekommer ibland Lejlighedsvis forekommende
Positive Positiv Positif Positivo Positivo Positivo Positiv Positiv
Present Vorhanden Présent Presente Presente Presente Nérvarande Til stede
Range Bereich Plage Intervallo Rango Limites Omrade Omrade
Red Rot Rouge Rosso Roja Vermelho Rod Red
Refractometer Refraktometer Réfractometre Rifrattometro Refractometro Refractometro Refraktometer Refraktometer
Small Klein Petit Piccolo Pequefio Pequeno Liten Lille
Straw Strohgelb Jaune paille Paglierina Color pajizo Amarelo-Palha Halmgul Stragul
Trace Spur Trace Tracce Trazas Vestigio Spéarméngd Sporforekomst
Turbid Intensiv trib Turbide Torbida Opaca Opaco Kraftigt grumlig Meget grumset
Units Einheiten Unités Unita di misura Unidades Unidades Enheter Enheder
Yellow Gelb Jaune Giallo Amarilla Amarelo Gul Gul




CHEMICAL ANALYSIS

Chemische Analyse // Analyse chimique // Analisi chimica // Andlisis quimico // Analise quimica // Kemisk analys // Kemisk analyse

Manufacturer/Method Analyte Level 1 - 65831 Level 2 - 65832
ACON MISSION / U120 / U500 URINE ANALYZERS
Bilirubin Negative 1-4mg/dL (17 — 70 pmol/L) (1+ - 3+)
Blood Negative 25— 200 Ery/pL (1+ - 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70-500 Leu/pL (1+ - 3+)
Nitrite Negative Positive
pH 50-7.0 6.0-8.0
Protein, Total Negative 30— 300 mg/dL (0.3 - 3.0 g/L) (1+—3+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 -8 mg/dL (35— 140 pmol/L) (1+ - 3+)
ACON MISSION URINALYSIS REAGENT STRIPS (VISUAL) (1)
Bilirubin Negative 1 -4 mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25 —200 Ery/pL (1+ - 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70 - 500 Leu/ul (1+ — 3+)
Nitrite Negative Positive
pH 50-7.0 6.0-8.0
Protein, Total Negative 30— 2000 mg/dL (0.3 —20 g/L) (1+ — 4+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12 mg/dL (35— 200 pmol/L) (1+ — 4+)
ANALYTICON URILYZER / COMBI SCAN URINE ANALYZER
Bilirubin Negative 2 -4 mg/dL (35 — 70 pmol/L) (2+ — 3+)
Blood Negative 10— 300 Ery/uL (1+ - 3+)
Glucose Normal 100 — >1000 mg/dL (5.6 — >56 mmol/L) (2+ — 5+)
Ketones Negative 10 — 100 mg/dL (1 — 10 mmol/L) ((+) — 2+)
Leukocytes (2) Negative Negative — 500 Leu/uL ive — 3+)
Nitrite Negative Positive
pH 5-6 6-8
Protein, Total (2) Negative Negative / 500 mg/dL (Negative / 5.0 g/L) (Negative / 3+) (3)
Specific Gravity 1.010-1.025 1.005 - 1.025
Urobilinogen Normal 8- 12 mg/dL (140 — 200 pmol/L) (3+ — 4+)
ANALYTICON COMBI SCREEN TEST STRIPS (VISUAL)
Bilirubin Negative 2+ -3+
Blood Negative 10 — 300 Ery/uL (1+ — 3+)
Glucose Normal 100 - >1000 mg/dL (5.6 — >56 mmol/L)
Ketones Negative Trace / 1+ -2+
Leukocytes (2) Negative Negative — ca. 500 Leu/pL
Nitrite Negative Positive
pH 5-6 6-8
Protein, Total (2) Negative Trace / 30 — 500 mg/dL
Specific Gravity 1.005 -1.020 1.005 - 1.020
Urobilinogen Normal 8— 12 mg/dL (140 — 200 pmol/L)

ARKRAY AUTION STICKS 9EB / AUTION MAX AX-4030 / AX-4280 ANALYZERS / AUTION STICKS 9HA / HYBRID AU-4050 ANALYZER

Bilirubin

Negative

6.0— >10.0 mg/dL (103 — 170 pmol/L) (3+ — 4+)

Blood

Negative

0.06 - >1.0 mg/dL (0.6 — >10.0 mg/L) (1+— 3+)

Glucose

Normal

150 — =1000 mg/dL (8 — =56 mmol/L) (2+ — 4+)

Ketones

Negative

10— 100 mg/dL (1 — 10 mmol/L) (1+ — 3+)

Leukocytes

Negative

75— 500 Leu/pL

Nitrite

Negative

Positive

pH

55-6.5

6.5-85

Protein, Total

Negative

30— 600 mg/dL (0.3 6.0 g/L) (1+ - 3+)

Specific Gravity

1.005 -1.020

1.015-1.025

Urobilinogen

Normal

4-12 mg/dL (66 — 200 pmol/L) (2+ — 3+)

ARKRAY DIASCREEN 10 REAGENT STRIPS (VISUAL) (1)

Bilirubin

Blood

Glucose

Ketones

Leukocytes

Nitrite

pH

Protein, Total

Specific Gravity

Urobilinogen
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ARKRAY DIASCREEN 50 URINE CHEMISTRY ANALYZER (1)

Bilirubin

Blood

Glucose

Ketones

Leukocytes

Nitrite

pH

Protein, Total

Specific Gravity

Urobilinogen
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BECKMAN COULTER ICON 20 hCG

hCG

Negative

Positive

BTNX RAPID RESPONSE 10 PARAMETERS / RAPID RESPONSE URINE ANALYZER 120 / 500

Bilirubin

Negative

2 -4 mg/dL (35— 70 ymol/L) (2+ — 3+)

Blood

Negative

80— 200 Ery/juL (2+ - 3+)




Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

BTNX RAPID RESPONSE 10 PARAMETERS / RAPID RESPONSE URINE ANALYZER 120 / 500 (continued)

Glucose Normal 250 — 1000 mg/dL (15 — 60 mmol/L) (1+ — 3+)
Ketones Negative 5-15mg/dL (0.5 - 1.5 mmol/L) (= — 1+)
Leukocytes Negative 125 - 500 Leu/pL (2+ — 3+)
Nitrite Negative Positive (1+)
pH 5.0-6.0 6.0-7.0
Protein, Total Negative 100 — 300 mg/dL (1.0 — 3.0 g/L) (2+ — 3+)
Specific Gravity 1.015-1.025 1.010 -1.020
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 4 -8 mg/dL (70 — 140 pmol/L) (2+ — 3+)
BTNX RAPID RESPONSE 10 PARAMETER URINALYSIS REAGENT STRIP (VISUAL)
Bilirubin Negative 2 -4 mg/dL (35— 70 pmol/L) (2+ — 3+)
Blood Negative 80 — 200 Ery/pL (2+ - 3+)
Glucose Normal 250 — >2000 mg/dL (15 —>110 mmol/L) (1+ — 4+)
Ketones Negative 5—15mg/dL (0.5 — 1.5 mmol/L) (+ — 1+)
Leukocytes Negative 70 - 500 Leu/pL (1+ - 3+)
Nitrite Negative Positive (1+)
pH 5.0-6.0 6.0-7.0
Protein, Total Negative 100 — 300 mg/dL (1.0 — 3.0 g/L) (2+ — 3+)
Specific Gravity 1.010 - 1.030 1.010 - 1.020
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 4 —12 mg/dL (70 — 200 pmol/L) (2+ — 4+)
CLARITY UROCHECK 10SG / UROCHECK 120 URINE ANALYZER
Bilirubin Negative 1—4mg/dL (17 = 70 pmol/L) (1+ — 3+)
Blood Negative 25—-200 Ery/uL (1+ — 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70 — 500 Leu/puL (1+ — 3+)
Nitrite Negative Positive
pH 5.0-7.0 6.0-8.0
Protein, Total Negative 30 —300 mg/dL (0.3-3.0 g/L) (1+ - 3+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 -8 mg/dL (35 — 140 pmol/L) (1+ — 3+)
CLARITY UROCHECK 10SG URINE REAGENT STRIPS (VISUAL) (1)
Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/ul (1+ - 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x - 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70 — 500 Leu/puL (1+ — 3+)
Nitrite Negative Positive
pH 50-7.0 6.0-8.0
Protein, Total Negative 30 —2000 mg/dL (0.3 20 g/L) (1+ — 4+)
Specific Gravity 1.005 - 1.025 1.005-1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 —12 mg/dL (35 — 200 pmol/L) (1+ — 4+)
DFI CYBOW SERIES URINE REAGENT STRIPS (VISUAL)
Bilirubin Negative Small - Large (1+ - 3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/pL (Trace — 3+)
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15 — 300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)
Specific Gravity 1.005 - 1.020 1.010-1.025
Urobilinogen Normal (0.1 — 1 mg/dL) (1 — 16 pmol/L) 2 -8 mg/dL (33 — 131 pmol/L)
DFI CYBOW REAGENT STRIPS / DFI CYBOW READER 300
Bilirubin Negative Small — Large (1+—3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/pL (Trace — 3+)
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15— 300 ma/dL (0.15- 3.0 g/L) (Trace — 3+)
Specific Gravity 1.005 - 1.020 1.010-1.025
Urobilinogen Normal (0.1 — 1 mg/dL) (1 — 16 pmol/L) 2 -8 mg/dL (33 — 131 pmol/L)
DFI CYBOW REAGENT STRIPS / DFI CYBOW READER 720
Bilirubin Negative Small - Large (1+ — 3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5— 40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/L (Trace — 3+)
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15 — 300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)
Specific Gravity 1.005 - 1.020 1.010 - 1.025
Urobilinogen Normal (0.1 - 1 mg/dL) (1 — 16 pmol/L) 2 -8 mg/dL (33 - 131 pmol/L)
FISHERBRAND URINE REAGENT STRIPS / AIMSTRIP URINE AUTO ANALYZER / CT-120 URINE ANALYZER
Bilirubin Negative 1—4mg/dL (17 = 70 pmol/L) (1+ — 3+)
Blood Negative 25—200 Ery/uL (14 — 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70 — 500 Leu/pL (1+ — 3+)
Nitrite Negative Positive
pH 5.0-7.0 6.0-8.0
Protein, Total Negative 30 —300 mg/dL (0.3 -3.0 g/L) (1+— 3+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobili 0.2 mg/dL (3.5 pmol/L) 2 — 8 mg/dL (35 — 140 pmol/L) (1+ — 3+)




Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

FISHERBRAND URINE REAGENT STRIPS (VISUAL)

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/uL (14— 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70— 500 Leu/puL (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 —2000 mg/dL (0.3 20 g/L) (1+ —4+)
Specific Gravity 1.005 -1.025 1.005 -1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12 mg/dL (35 — 200 pmol/L) (1+ — 4+)

GERMAINE LABORATORIES AIMSTRIP 10-SG URINALYSIS REAGENT STRIP / AIMSTRIP URINE ANALYZER / AIMSTRIP URINE AUTO ANALYZER

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/uL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70— 500 Leu/pL (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 - 300 mg/dL (0.3 - 3.0 g/L) (1+—3+)
Specific Gravity 1.005-1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 —8 mg/dL (35 — 140 pmol/L) (1+ — 3+)
GERMAINE LABORATORIES AIMSTRIP 10-SG URINALYSIS REAGENT STRIP (VISUAL) (1)

Bilirubin Negative 1—4mg/dL (17 =70 pmol/L) (1+ - 3+)
Blood Negative 25— 200 Ery/pL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (+ — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70-500 Leu/pL (1+ - 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 — 2000 mg/dL (0.3 — 20 g/L) (1+ — 4+)
Specific Gravity 1.005-1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12mg/dL (35— 200 pmol/L) (1+ —4+)
hCG, OTHER PREGNANCY KIT (4)

hCG Negative Positive
IND URINDSTIX 10LG REAGENT STRIPS

Bilirubin Negative Moderate — Large (2+ — 3+)

Blood Negative Moderate — Large (2+ — 3+)
Glucose Negative 250 — 1000 mg/dL (15 — 60 mmol/L) (1+ — 3+)
Ketones Negative 15— 80 mg/dL (1.5 — 8.0 mmol/L) (1+ — 3+)
Leukocytes Negative Moderate — Large (2+ — 3+)

Nitrite Negative Positive

pH 50-65 65-75

Protein, Total Negative 100 — 300 mg/dL (1.0 — 3.0 g/L) (2+ — 3+)
Specific Gravity 1.010 - 1.020 1.015 -1.025

Urobilinogen 0.2 - 1.0 EU/dL (3.2 — 16 pmol/L) 4.0 - 8.0 EU/L (64 — 128 pmol/L)

IRIS DIAGNOSTICS i0200 SYSTEM / ARKRAY AUTION STICKS 9EB / ARKRAY AUTION MAX AX-4280 ANALYZER

Bilirubin Negative 6.0 - >10.0 mg/dL (103 — =170 pmol/L) (3+ — 4+)
Blood Negative 0.06 — >1.0 mg/dL (0.6 — >10.0 mg/L) (1+ — 3+)
Glucose Normal 150 — =1000 mg/dL (8 — =56 mmol/L) (2+ — 4+)
Ketones Negative 10— 100 mg/dL (1 — 10 mmol/L) (1+ — 3+)
Leukocytes Negative 75— 500 Leu/uL
Nitrite Negative Positive
pH 55-6.5 6.5-85
Protein, Total Negative 30— 600 mg/dL (0.3 -6.0 g/L) (1+ — 3+)
Specific Gravity 1.005 - 1.020 1.015-1.025
Urobilinogen Normal 4 —12 mg/dL (66 — 200 pmol/L) (2+ — 3+)

IRIS DIAGNOSTICS iQ200 SYSTEM - ICHEM VELOCITY STRIPS / AUTOMATED STRIP READER
Bilirubin Negative 2 -4 mg/dL (34 — 70 pmol/L) (1+ — 2+)
Blood Negative 0.2 ->1.0 mg/dL (2.0 - >10.0 mg/L) (2+ — 3+)
Glucose Normal 150 — =500 mg/dL (8.3 — =28 mmol/L) (2+ — 3+)
Ketones Negative 5—80 mg/dL (0.5 — 8 mmol/L) (Trace — 2+)
Leukocytes Negative Negative — 25 Leu/pL (Negative — Trace)
Nitrite Negative Negative / Positive
pH 5-7 6-8
Protein, Total Negative 30— =500 mg/dL (0.3 - =5.0 g/L) (1+ — 3+)
Specific Gravity 1.005 - 1.020 1.011-1.030
Urobilinogen Normal 2.0 - 4.0 mg/dL (34 - 70 pmol/L) (1+ - 2+)

JANT PHARMACAL ACCUSTRIP URS 10 (CATALOG NO. UA870) ANALYZER / VISUAL (1)

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative ca. 10 — 250 Ery/pL (1+ — 3+)
Glucose Negative — Normal 150 — =500 mg/dL (8.3 — >27.8 mmol/L)
Ketones Negative 25-300 mg/dL (2.5 — 30 mmol/L) (1+ — 3+)
Leukocytes Negative ca. 25 — 500 Leuko/uL

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 — 500 mg/dL (0.3 — 5.0 g/L) (1+ — 3+)
Specific Gravity 1.005 -1.020 1.005 -1.025

Urobilinogen Normal 2—12 mg/dL (35— 200 pmol/L) (1+ — 4+)
JANT PHARMACAL ACCUTEST URS 10 (CATALOG NO. UA710A) ANALYZER / VISUAL (1)

Bilirubin Negative Small — Large (1+—3+)

Blood Negative Small — Large (25 — 200 Cells/pL) (1+ — 3+)
Glucose Negative 250 — >1000 mg/dL (14 — =56 mmol/L) (1+ — =3+)
Ketones Negative 5 —80 mg/dL (0.5 — 8 mmol/L) (Trace — Large)
Leukocytes Negative Small - Large (70 — 500 Cells/pL) (1+ — 3+)
Nitrite Negative Positive




Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

JANT PHARMACAL ACCUTEST URS 10 (CATALOG NO. UA710A) ANALYZER / VISUAL (1) (continued)

pH 50-7.0 7.0-85

Protein, Total Negative 100 — >300 mg/dL (1.0 — 3.0 g/L) (2+ — =3+)

Specific Gravity 1.005 - 1.015 1.015 - 1.030

Urobilinogen Normal (0.2 — 1.0 mg/dL) (3.2 — 16 pmol/L) 2.0 - 8.0 mg/dL (32 — 128 pmol/L)
MACHEREY-NAGEL MEDI-TEST COMBI 10 SGL (VISUAL)

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)

Blood Negative 10 — 250 Ery/uL

Glucose Negative — Normal 150 — >1000 mg/dL (8.3 — =55.5 mmol/L)

Ketones Negative 25— 300 mg/dL (2.5 — 30 mmol/L) (1+ — 3+)

Leukocytes Negative 25— 500 Leu/pL

Nitrite Negative Positive

pH 50-7.0 50-7.0

Protein, Total Negative 30 — 500 mg/dL (0.3 - 5.0 g/L)

Specific Gravity 1.005 - 1.020 1.005 -1.025

Urobilinogen Normal 4 —12 mg/dL (70 — 200 pmol/L)
MACHEREY-NAGEL MEDI-TEST COMBI 11 WITH URYXXON 200 ANALYZER

Bilirubin Negative 1-4mg/dL (17 — 70 pmol/L) (1+ — 3+)

Blood Negative — 10 Ery/uL 10 — 250 Ery/uL

Glucose Negative — Normal 150 — 500 mg/dL (8.3 — 27.8 mmol/L)

Ketones Negative 25 — 300 mg/dL (2.5 — 30 mmol/L) (1+ — 3+)

Leukocytes Negative 25 - 500 Leu/ul

Nitrite Negative Positive

pH 50-7.0 50-7.0

Protein, Total Negative 30— 500 mg/dL (0.3 -5.0 g/L)

Specific Gravity 1.005 - 1.020 1.005 - 1.025

Urobilinogen Normal 4 —12 mg/dL (70 — 200 pmol/L)
MACHEREY-NAGEL MEDI-TEST URYXXON STICK 10 WITH URYXXON 300 / 500 / URYXXON RELAX ANALYZERS

Bilirubin Negative 1 -6 mg/dL (17 — 100 pmol/L) (1+ — 3+)

Blood Negative 10 — 250 Ery/pL

Glucose Negative — Normal 150 — >1000 mg/dL (8.3 — =56 mmol/L)

Ketones Negative 5— 300 mg/dL (0.5 — 30 mmol/L) (1+ — 3+)

Leukocytes Negative 15— 500 Leu/pL

Nitrite Negative Positive

pH 5.0-7.0 5.0-7.0

Protein, Total Negative 25— 500 mg/dL (0.25- 5.0 g/L)

Specific Gravity 1.005 - 1.020 1.005 - 1.025

Urobilinogen Normal 4 -12 mg/dL (70 — 200 pmol/L)
MCKESSON 10SG URINE REAGENT STRIPS / MCKESSON U120 URINE STRIP ANALYZER

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)

Blood Negative 25 — 200 Ery/uL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)

Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)

Leukocytes Negative 70 — 500 Leu/uL (1+ —3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30— 300 mg/dL (0.3 -3.0 g/L) (1+—3+)

Specific Gravity 1.005 - 1.025 1.005-1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 —8 mg/dL (35 — 140 pmol/L) (1+ — 3+)
MCKESSON 10SG URINE REAGENT STRIPS (VISUAL)

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)

Blood Negative 25— 200 Ery/uL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (+ — 3+)

Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)

Leukocytes Negative 70— 500 Leu/uL (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 — 2000 mg/dL (0.3 — 20 g/L) (1+ — 4+)

Specific Gravity 1.005-1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12 mg/dL (35— 200 pmol/L) (1+ — 4+)
MEDLINE URINALYSIS STRIPS - 10 PARAMETER URINE REAGENT STRIPS (MPHURN100STR) ANALYZER / VISUAL (1)

Bilirubin Negative Small — Large (1+—3+)

Blood Negative Small — Large (25 — 200 Cells/pL) (1+ — 3+)

Glucose Negative 250 — >1000 mg/dL (14 — =56 mmol/L) (1+ — =3+)

Ketones Negative 5 — 80 mg/dL (0.5 — 8 mmol/L) (Trace — Large)

Leukocytes Negative Small - Large (70 — 500 Cells/pL) (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 7.0-85

Protein, Total Negative 100 — >300 mg/dL (1.0 - 3.0 g/L) (2+ — =3+)

Specific Gravity 1.005-1.015 1.015-1.030

Urobilinogen Normal (0.2 — 1.0 mg/dL) (3.2 — 16 pmol/L) 2.0 —8.0 mg/dL (32 — 128 pmol/L)
PROADVANTAGE URINE REAGENT STRIPS 10 PARAMETER / PROADVANTAGE U120 URINE ANALYZE

Bilirubin Negative 1-4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/pL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (+ — 2+)
Leukocytes Negative 70 - 500 Leu/pL (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 —300 mg/dL (0.3-3.0 g/L) (1+ - 3+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 -8 mg/dL (35 — 140 pmol/L) (1+ — 3+)
PROADVANTAGE URINE REAGENT STRIPS 10 PARAMETER (VISUAL)

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/uL (1+ - 3+)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x — 3+)
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PROADVANTAGE URINE REAGENT STRIPS 10 PARAMETER (VISUAL) (continued)

Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (+ — 2+)

Leukocytes Negative 70 - 500 Leu/pL (1+ — 3+)

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30— 2000 mg/dL (0.3 —20 g/L) (1+ — 4+)

Specific Gravity 1.005 - 1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12mg/dL (35 — 200 pmol/L) (1+ — 4+)
QUIDEL QUICKVUE ONE-STEP hCG (1)

hCG Negative Positive

ROCHE CHEMSTRIP 10 URINE TEST STRIPS (VISUAL) (1) (5)

Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)

Blood Negative 50 — 250 Ery/uL

Glucose Normal 250 — 1000 mg/dL (14 — 56 mmol/L)

Ketones Negative 2+ -3+

Leukocytes Negative 25 — 500 Leu/pL (Trace — 2+)

Nitrite Negative Positive

pH 5-7 6-8

Protein, Total Negative 100 — 500 mg/dL (1.0 — 5.0 g/L) (2+ — 3+)

Specific Gravity 1.010 - 1.020 1.005-1.015

Urobilinogen Normal 8—12 mg/dL (135 — 203 pmol/L)
ROCHE CHEMSTRIP 101 / URILUX S ANALYZERS (5)

Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)

Blood Negative 50— 250 Ery/pL (2+ — 3+)

Glucose Normal 250 - >1000 mg/dL (14 — >56 mmol/L)

Ketones Negative 15— 150 mg/dL (1.5 — 15 mmol/L) (1+ — 3+)

Leukocytes Negative 75— 500 Leu/uL

Nitrite Negative Positive

pH 5-7 7-8

Protein, Total Negative 100 — 500 mg/dL (1.0 — 5.0 g/L)

Specific Gravity 1.005 - 1.020 1.000-1.015

Urobilinogen Normal 8- =12 mg/dL (135 — =203 pmol/L) (3+ — 4+)
ROCHE CHEMSTRIP CRITERION ANALYZER (5)

Bilirubin Negative 3—6 mg/dL (50 — 100 pmol/L) (2+ — 3+)

Blood Negative 150 — 250 Ery/pL (3+ — 4+)

Glucose Normal 250 — 1000 mg/dL (14 — 56 mmol/L) (2+ — 3+)

Ketones Negative 50 — 150 mg/dL (5.0 — 15 mmol/L) (2+ — 3+)

Leukocytes Negative 100 — 500 Leu/uL (2+ — 3+)

Nitrite Negative Positive

pH 5-6.5 7-8

Protein, Total Negative 100 — 500 mg/dL (1.0 - 5.0 g/L) (2+ — 3+)

Specific Gravity 1.010 - 1.020 1.000 - 1.015

Urobilinogen Normal 8—12 mg/dL (135 — 203 pmol/L) (3+ — 4+)
ROCHE CHEMSTRIP MICRAL (VISUAL) (5)

Microalbumin Negative 20— 100 mg/L
ROCHE CHEMSTRIP MIDITRON JUNIOR ANALYZER (5)

Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)

Blood Negative 150 — 250 Ery/pL (4+ — 5+)

Glucose Normal 300 — 1000 mg/dL (18 — 56 mmol/L) (3+ — 4+)

Ketones Negative 50 — 150 mg/dL (5.0 — 15 mmol/L) (3+ — 4+)

Leukocytes Negative 100 - 500 Leu/puL (2+— 3+)

Nitrite Negative Positive

pH 5-65 7-8

Protein, Total Negative 150 — 500 mg/dL (1.5 — 5.0 g/L) (3+ — 4+)

Specific Gravity 1.010 - 1.020 1.000 -1.015

Urobilinogen Normal 8 —12 mg/dL (135 — 203 pmol/L) (3+ — 4+)
ROCHE CHEMSTRIP UA / MIDITRON M ANALYZERS (5)

Bilirubin Negative 3—6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 150 — 250 Ery/pL (3+ — 4+)

Glucose Normal 100 — 1000 mg/dL (6 — 56 mmol/L) (1+ — 3+)
Ketones Negative 15— 150 mg/dL (1.5 — 15 mmol/L) (1+ — 3+)
Leukocytes Negative 100 — 500 Lew/pL (1+ — 2+)

Nitrite Negative Positive

pH 5-65 7-8

Protein, Total Negative 100 — 500 mg/dL (1.0 — 5.0 g/L) (2+ — 3+)
Specific Gravity 1.010 - 1.020 1.000 - 1.015

Urobilinogen Normal 8 —12 mg/dL (135 — 203 pmol/L) (2+ — 3+)
ROCHE URISYS 1100 ANALYZER (5)

Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/uL (1+ — 2+)

Glucose Normal 250 —>1000 mg/dL (14 — >56 mmol/L) (2+ - 3+)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L) (2+ — 3+)
Leukocytes Negative 75— 500 Leu/uL (1+ — 2+)

Nitrite Negative Positive

pH 5-6.5 7-8

Protein, Total Negative 100 - 500 mg/dL (1.0 - 5.0 g/L) (2+—3+4)
Specific Gravity 1.010 - 1.020 1.000 - 1.020

Urobilinogen Normal 8->12 mg/dL (135 — =203 pmol/L) (3+ — 4+)
ROCHE URISYS 1800 / COBAS U 411 ANALYZER

Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 150 — 250 Ery/pL (4+ — 5+)

Glucose Normal 250 — 1000 mg/dL (14 — 56 mmol/L) (3+ — 4+)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L) (3+ — 4+)
Leukocytes Negative 25 —500 Leu/pL (1+ — 3+)

Nitrite Negative Positive
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ROCHE URISYS 1800 / COBAS U 411 ANALYZER (continued)

pH 5-65 7-8
Protein, Total Negative 100 — 500 mg/dL (1.0 — 5.0 g/L) (3+ — 4+)
Specific Gravity 1.010-1.020 1.000 - 1.020
Urobilinogen Normal 8—12 mg/dL (135 — 203 pmol/L) (3+ — 4+)
ROCHE URISYS 2400 CASSETTE / URISYS 2400 ANALYZER (1) (5)
Bilirubin Negative 3 -6 mg/dL (50 — 100 umol/L)
Blood Negative 150 — 250 Ery/pL
Glucose Normal 100 — 1000 mg/dL (6 — 56 mmol/L)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L)
Leukocytes Negative 100 — 500 Leu/pL
Nitrite Negative Positive
pH 5-6.5 7-8
Protein, Total Negative 75 — 500 mg/dL (0.75 — 5.00 g/L)
Specific Gravity 1.006 —1.017 1.016 -1.026
Urobilinogen Normal 4 —12 mg/dL (68 — 200 pmol/L)
SEKISUI DIAGNOSTICS / 0SOM hCG URINE
hCG § §
SIEMENS ACETEST
Ketones Negative Small - Large
SIEMENS CLINITEK 50
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ — 3+)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 250 — >1000 mg/dL (14 — =55 mmol/L) (1+ — 3+)
Ketones Negative Trace — >80 mg/dL (Trace — =7.8 mmol/L) (Trace — 3+)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Microalbumin 10— 30 mg/L 80— 150 mg/L
Nitrite Negative Positive
pH 5.5-6.5 6.5-8.0
Protein, Total Negative 100 — =300 mg/dL (1.0 - >3.0 g/L) (2+ — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity <1.005-1.015 1.010 - 1.025
Urobilinogen 0.2 — 1.0 EU/L (3.2 — 16 pmol/L) 4.0 - 8.0 EU/dL (66 — =131 pmol/L)
SIEMENS CLINITEK 500 / ADVANTUS
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ — 3+)
Creatinine 50 — 200 mg/dL (4.4 - 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 250 — >1000 mg/dL (14 — =55 mmol/L) (1+ — 3+)
Ketones Negative Trace — 40 mg/dL (Trace — 3.9 mmol/L) (Trace — 2+)
Leukocytes Negative Small — Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Nitrite Negative Positive
pH 50-7.0 6.5-8.0
Protein, Total Negative 100 — =300 mg/dL (1.0 — =3.0 g/L) (2+ — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity <1.005-1.025 1.010 - >1.030
Urobilinogen 0.2-1.0 EU/dL (3.2 — 16 pmol/L) 4.0 - =>8.0 EU/dL (66 — =131 pmol/L)
SIEMENS CLINITEK ATLAS
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ — 3+)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — =300 mg/dL (8.8 — >26.5 mmol/L)
Glucose Negative 250 —>1000 mg/dL (14 — =55 mmol/L) (1+ - 3+)
Ketones Negative 40 — =160 mg/dL (3.9 — =15.6 mmol/L) (2+ — 4+)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Nitrite Negative Positive
pH 55-7.0 65-75
Protein, Total Negative 30 —>300 mg/dL (0.3 —=3.0 g/L) (1+ — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.005-1.015 1.005 - 1.020
Urobilinogen (2) 0.2 - 1.0 EU/L (3.2 — 16 pmol/L) 1.0 - >8.0 EU/dL (16 — =131 pmol/L)
SIEMENS CLINITEK MICROALBUMIN (SIEMENS CLINITEK 50 / STATUS)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Microalbumin <10-30 mg/L 80 — =150 mg/L
Protein-to-Creatinine Ratio Normal Abnormal
SIEMENS CLINITEK STATUS (SOFTWARE VERSION 1.9 OR EARLIER)
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ —3+)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 250 — >1000 mg/dL (14 — =55 mmol/L) (1+ - 3+)
hCG Negative Positive
Ketones Negative 15->160 mg/dL (1.5 — =15.6 mmol/L) (1+ — 4+)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Microalbumin 10 — 30 mg/L 80 — 150 mg/L
Nitrite Negative Positive
pH 55-7.0 65-75
Protein, Total Negative 100 — 300 mg/dL (1.0 3.0 g/L) (2+ - 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.010 - 1.020 1.015 -1.025
Urobilinogen 0.2 - 1.0 EU/dL (3.2 — 16 pmol/L) 4.0 - 8.0 EU/dL (66 — =131 pmol/L)
SIEMENS CLINITEST (5-DROP METHOD)
Glucose | Negative | 1/4% — 2% (0.25 — 2.0 g/dL)

SIEMENS ICTOTEST

Bilirubin | Negative | Positive




Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

SIEMENS MULTISTIX 10 SG / PRO (VISUAL) (1)

Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/ul) (2+ — 3+)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 250 — 2000 mg/dL (14 — 111 mmol/L) (1+ — 4+)
Ketones Negative 5—80 mg/dL (0.5 — 7.8 mmol/L) (Trace — Large)
Leukocytes Negative Small - Large (1+ - 3+)
Nitrite Negative Positive
pH 60-7.0 7.0-80
Protein, Total Negative 100 — 2000 mg/dL (1.0 — 20.0 g/L) (2+ — 4+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.005 -1.015 1.010 - 1.020
Urobilinogen 0.2-1.0 EU/dL (3.2 — 16 pmol/L) 4.0 - 8.0 EU/dL (66 — 131 pmol/L)
STANBIO LABORATORY URI-CHEK 10SG URINALYSIS REAGENT STRIPS / URI-TRAK 120 URINE ANALYZER
Bilirubin Negative 1-4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25 —200 Ery/pL (1+ - 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70— 500 Leu/pl (1+ — 3+)
Nitrite Negative Positive
pH 50-7.0 6.0-8.0
Protein, Total Negative 30 —300 mg/dL (0.3 -3.0 g/L) (1+ - 3+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2 -8 mg/dL (35 — 140 pmol/L) (1+ — 3+)
STANBIO LABORATORY URI-CHEK 10SG URINALYSIS REAGENT STRIPS (VISUAL) (1)
Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative 25— 200 Ery/uL (14— 3+)
Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (x — 3+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 70— 500 Leu/uL (1+ —3+)
Nitrite Negative Positive
pH 50-7.0 6.0-8.0
Protein, Total Negative 30 —2000 mg/dL (0.3 20 g/L) (1+ — 4+)
Specific Gravity 1.005 - 1.025 1.005 - 1.025
Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—12 mg/dL (35 — 200 pmol/L) (1+ — 4+)
SULFOSALICYLIC ACID (3%)
Protein, Total (2) Negative 2+ -4+
TECO DIAGNOSTICS URS-10 STRIP / URITEK TC-101 ANALYZER
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ — 3+)
Glucose Negative 250 — >1000 mg/dL (15 — =60 mmol/L) (1+ — 3+)
Ketones Negative 5 — =80 mg/dL (0.5 — 8.0 mmol/L) (Trace — Large)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Nitrite Negative Positive
pH 5.0-6.0 6.0-8.0
Protein, Total Negative 30 — >300 mg/dL (0.3 — >3.0 g/L) (1+ — 3+)
Specific Gravity <1.005-1.020 1.010 -1.020
Urobilinogen 0.2 1.0 EU/dL (3.2 — 16 pmol/L) 2.0 - 8.0 EU/dL (32 — 2128 pmol/L)
TECO DIAGNOSTICS URS-10 STRIP / URITEK TC-720+ ANALYZER
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ — 3+)
Glucose Negative 250 — >1000 mg/dL (15 — =60 mmol/L) (1+ - 3+)
Ketones Negative 5 - >80 mg/dL (0.5 — 8.0 mmol/L) (Trace — Large)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Nitrite Negative Positive
pH 50-6.5 6.0-8.0
Protein, Total Negative 30 — 300 ma/dL (0.3 — 3.0 g/L) (1+ — 3+)
Specific Gravity 1.010 - 1.020 1.015->1.030
Urobilinogen 0.2-1.0 EU/dL (3.2 — 16 pmol/L) 4.0 —=8.0 EU/dL (64 — =128 pmol/L)
TECO DIAGNOSTICS URS-10 (VISUAL) (1)
Bilirubin Negative Moderate — Large (2+ — 3+)
Blood Negative — Large (ca. 80 — 200 Ery/pL) (2+ —3+)
Glucose Negative 250 — 1000 mg/dL (15 — 60 mmol/L) (1+ — 3+)
Ketones Negative 5—80 mg/dL (0.5 — 8.0 mmol/L) (Trace — Large)
Leukocytes Negative Small - Large (ca. 70 — 500 Leu/pL) (1+ — 3+)
Nitrite Negative Positive
pH 50-6.5 6.0-8.0
Protein, Total (2) Negative 100 — >2000 mg/dL (1.0 — >20 g/L) (2+ — 4+)
Specific Gravity 1.005 - 1.020 1.010 - 1.030
Urobilinogen 0.2 1.0 EU/L (3.2 — 16 pmol/L) 2.0 - 8.0 EU/dL (32 — 128 pmol/L)
URIT MEDICAL URITEST 106G / 11G REAGENT STRIPS / URITEST-50 / URITEST-500B ANALYZERS
Bilirubin Negative 0.5 - 6 mg/dL (8.6 — 100 pmol/L) (1+ — 3+)
Blood Negative 0.075 — 0.6 mg/dL (25 — 200 Ery/uL) (1+ - 3+)
Glucose Negative 250 —=1000 mg/dL (14 — =55 mmol/L) (2+ — 4+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 15125 Leu/plL (= — 2+)
Nitrite Negative Positive
pH 55-7.0 6.5-8.0
Protein, Total Negative 30 —300 mg/dL (0.3-3.0 g/L) (1+ - 3+)
Specific Gravity 1.010 - 1.020 1.010 - 1.025
Urobilinogen Normal 2.0 —=8.0 EU/dL (33 — =131 pmol/L)
YD PREG-Q EARLY PREGNANCY TEST STICK
hCG Negative Positive




Manufacturer/Method Analyte Level 1 - 65831 Level 2 - 65832
YD URISCAN PRO / PRO+ / OPTIMA / OPTIMA+
Bilirubin Negative 1.0 — 3.0 mg/dL (17 — 50 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 RBC/pL (2+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 111 mmol/L) (1+ — 4+)
Ketones Negative 5—-50 mg/dL (0.5 -5 mmol/L) (+ — 2+)
Leukocytes Negative 10 — 75 WBC/pL (= — 2+)
Nitrite Negative Positive
pH 5.0-6.5 6.0-75
Protein, Total (2) Negative 10— 1000 mg/dL (= - 4+)
Specific Gravity 1.010-1.025 1.010 - =1.030
Urobilinogen Normal (0.1-1.0 mg/dL) (1.6 — 16 pmol/L) 8—12 mg/dL (131 — 197 pmol/L) (3+ — 4+)
YD URISCAN PRO Il / OPTIMA Il
Bilirubin Negative 1.0 — 3.0 mg/dL (17 — 50 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 RBC/pL (2+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 111 mmol/L) (1+ — 4+)
Ketones Negative 5—50 mg/dL (0.5 — 5 mmol/L) (= - 2+)
Leukocytes Negative 10 — 75 WBC/pL (= — 2+)
Nitrite Negative Positive
pH 5.0-6.5 6.0-75
Protein, Total (2) Negative 10 - 1000 mg/dL (+ — 4+)
Specific Gravity <1.005 - 1.025 1.010 - =1.030
Urobilinogen Normal (0.1-1.0 mg/dL) (1.6 — 16 pmol/L) 8—12 mg/dL (131 — 197 umol/L) (3+ — 4+)
YD URISCAN REAGENT STRIPS (VISUAL)
Bilirubin Negative 1.0 - 3.0 mg/dL (17 — 50 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 RBC/pL (2+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 111 mmol/L) (1+ — 4+)
Ketones Negative 550 mg/dL (0.5 -5 mmol/L) (= — 2+)
Leukocytes Negative 10 — 75 WBC/pL (= — 2+)
Nitrite Negative Positive
pH 5.0-6.5 6.5-8.0
Protein, Total Negative 100 — 1000 mg/dL (2+ — 4+)
Specific Gravity 1.010 - 1.025 1.010 - =1.030
Urobilinogen Normal (0.1-1.0 mg/dL) (1.6 — 16 pmol/L) 8—12 mg/dL (131 — 197 pmol/L) (3+ — 4+)
YD URISCAN S-300 ANALYZER
Bilirubin Negative 1.0 - 3.0 mg/dL (17 — 50 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 RBC/pL (2+ — 3+)
Glucose Negative 100 — 500 mg/dL (5.5 — 28mmol/L) (= — 2+)
Ketones Negative Negative (3)
Leukocytes Negative 25— 500 WBC/pL (1+ — 3+)
Nitrite Negative Positive
pH 5.0-6.5 6.5-8.0
Protein, Total Negative 100 — 1000 mg/dL (2+ — 4+)
Specific Gravity 1.010-1.025 <1.005 -1.020
Urobilinogen Normal (0.1-1.0 mg/dL) (1.6 — 16 pmol/L) 8—12mg/dL (131 — 197 pmol/L) 3+ — 4+)

PHYSICAL PROPERTIES
Physikalische Eigenschaften // Propriétés physiques // Proprieta fisiche // Propiedades fisicas // Propriedades fisicas // Fysikaliska egenskaper // Fysiske egenskaber
Level 1 - 65831 Level 2 - 65832 Level 1 - 65831 Level 2 - 65832

Units | Mean ‘ Range Mean ‘ Range Sl Mean ‘ Range Mean ‘ Range
Osmolality '
Freezing Point Depression [mosmig | 477 | 382 — 573 [ er ] 613 — 920 [ mmoig | 477 ] 382 — 573 [ er | 613 — 920
Specific Gravity
Refractometer | [ 103 | 1o0-1o5 | 1022 [ o8- 1027 | [ 103 | 1o0-1o5 | 1022 [ 1018 - 1027

Sonstige Eigenschaften // Autres Propriétés // Altre Proprieta // Otras Propiedades // Outras Propriedades // Ovriga Egenskaper // Andre Egenskaber
Level 1 - 65831 Level 2 — 65832

COLOR

ARKRAY Aution Max AX-4030 / Hybrid AU-4050 Yellow Yellow

ROCHE cobas u 601 Light Yellow — Yellow Brown

Siemens Clinitek Atlas Yellow Red

Visual Light Yellow — Yellow Amber — Brown
CLARITY

ARKRAY Aution Max AX-4030 / Hybrid AU-4050 Clear - Turbid ((-) - 1+) Clear - Turbid ((-) — 1+)

ROCHE cobas u 601 Clear - Turbid Clear - Turbid

Siemens Clinitek Atlas Clear Cloudy

Visual Clear Clear — Hazy




MICROSCOPIC ANALYSIS (6)

Mikroskopische Analyse // Analyse microscopique // Analisi microscopica // Analisis microscépico // Analise microscopica // Mikroskopisk analys // Mikroskopisk analyse

Manufacturer/Method Analyte Magnification Level 1 - 65831 Level 2 - 65832 Units Level 1 - 65831 Level 2 - 65832
RED BLOOD CELLS (RBC)
ARKRAY Hybrid AU-4050 Cells/hpf (7) 0 - 4 72 - 99 Cells/uL. 0 - 20 400 - 500
CenSlide 2000 System Cells/hpf (7) 0 -5 15 - >100 Cells/hpf (7) 0 -5 15 - >100
IRIS iQ 200 System Cells/hpf (7) 0 -5 5 - 75 Cells/uL 0 - 28 28 - 417
KOVA System (8) Cells/hpf (7) 0 -5 10 - >100 Cells/hpf (7) 0 -5 10 - >100
/ Slide & Coverslip Cells/hpf (7) 0 -5 5 - >100 Cells/hpf (7) 0 -5 5 - >100
Sysmex UF-Series Cells/hpf (7) 0 - 15 65 - 120 Cells/pL 0 - 83 361 - 667
WHITE BLOOD CELLS (WBC)
ARKRAY Hybrid AU-4050 Cells/hpf (7) 0 -2 9 - 18 Cells/uL. 0 - 10 50 - 100
CenSlide 2000 System Cells/hpf (7) 0 -5 10 - 75 Cells/hpf (7) 0 -5 10 - 75
IRIS iQ 200 System Cells/hpf (7) 0 -5 15 - 110 Cells/ul 0 - 28 83 - 611
KOVA System (8) Cells/hpf (7) 0 -5 5 - 60 Cells/hpf (7) 0 - 5 5 - 60
/ Slide & Coverslip Cells/hpf (7) 0 -5 5 - 80 Cells/hpf (7) 0 -5 5 - 80
Sysmex UF-Series Cells/hpf (7) 0 - 5 5 - 25 Cells/uL 0 - 28 28 - 139
CASTS
ARKRAY Hybrid AU-4050 Ipf (7) Absent — Occasionally Present Absent — Occasionally Present Ipf (7) Absent — Occasionally Present Absent — Occasionally Present
CenSlide 2000 System Ipf (7) Absent Absent — Occasionally Present Ipf (7) Absent Absent — Occasionally Present
IRIS iQ 200 System Ipf (7) Absent Absent — Occasionally Present Ipf (7) Absent Absent — Occasionally Present
KOVA System (8) Ipf (7) Absent Absent — Occasionally Present Ipf (7) Absent Absent — Occasionally Present
/ Slide & Coverslip Ipf (7) Absent Absent — 0 Present Ipf (7) Absent Absent — 0 Present
Sysmex UF-Series Ipf (7) Absent Absent — Occasionally Present Ipf (7) Absent Absent — Occasionally Present
CRYSTALS (9)
ARKRAY Hybrid AU-4050 Ipf (7) Absent Present (10) Ipf (7) Absent Present (10)
CenSlide 2000 System Ipf (7) Absent Present (10) Ipf (7) Absent Present (10)
IRIS iQ 200 System Ipf/hpf (7) Absent Present (10) Ipf/hpf (7) Absent Present (10)
KOVA System (8) Ipf (7) Absent Present (10) Ipf (7) Absent Present (10)
/ Slide & Coverslip Ipf (7) Absent Present (10) Ipf (7) Absent Present (10)
Sysmex UF-Series Ipf (7) Occasionally Present Present (10) Ipf (7) Occasionally Present Present (10)

FOOTNOTES // Fussnoten // Notes de bas de page // Note a pie’ pagina // Notas al pie de pagina // Notas de rodapé // Fotnoter // Fodnoter

ENGLISH

(1) Atypical color may be observed with some analytes. Results

based on reaction intensities.

Atypical color observed.

Reaction is positive visually. Instrument reading is negative
due to atypical color.

Other test kits with sensitivities of =10 mlU/mL.

Roche recommends dipping the strips rather than using
dispenser tips.

Bacteria may be present upon microscopic analysis. No
claims are made for expected values or stability.

Ipf = low power field;

hpf = high power field.

Results were obtained by following the manufacturer's
instructions for the KOVA System for Standardized Urinalysis.
Due to the human urine matrix, this product may also contain
other common urinary crystals and debris for which no claims
are made for expected performance or stability.

(10) This product contains Cystine crystals.

§ The data required to establish the means and acceptable
ranges for this assay were not obtained due to limited
assignment participation. If your facility is interested in
participating in the Value Assignment Program for this assay,
please contact your local Bio-Rad Sales or Technical
Services Group.

INTERNATIONAL USE ONLY - The following section contains
data for methods that are not available for diagnostic use in
the United States.
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DEUTSCH

(1) Bei einigen Analyten kann eine atypische Farbe beobachtet
werden. Ergebnisse basieren auf Reaktionsstérken.
Atypische Farbung beobachtet.

Die Reaktion ist visuell positiv. Der Gerdtemesswert ist
aufgrund atypischer Férbung negativ.
Andere Testkits mit Empfindlichkeiten von =10 miU/ml.
Roche empfiehlt, die Streifen einzutauchen statt Tropfaufsétze
zu verwenden.

Die mikroskopische Analyse zeigt mdglicherweise die
Anwesenheit von Bakterien. Es konnen keine Angaben
hinsichtlich der erwarteten Werte oder der Stabilitat
gemacht werden.
Ipf= VergroBerung im (E: low power field);
hpf = starke VergroBerung im Mikroskop (E: high power field).
Die Ergebnisse wurden gemaB der Herstelleranleitung des
KOVA System for Standardized Urinalysis ermittelt.
Aufgrund der Humanurinmatrix kann dieses Produkt auch
andere normale Harnkristalle und Zelltriimmer enthalten, fiir
deren erwartete Leistungsmerkmale oder Stabilitdt keine
Angaben gemacht werden kdnnen.
(10) Dieses Produkt enthdlt Cystinkristalle.

§ Fir die Ermittlung der Zielwerte fiir diesen Test standen nicht
gentigend Zielwertermittler zur Verfiigung. Falls Ihre
Einrichtung interessiert ist, bei kiinftigen Zielwertermittiungen
fiir diesen Test teilzunehmen, kontaktieren Sie bitte das
Kundendienst-Team Ihrer lokalen Bio-Rad Niederlassung.

< NUR ZUM GEBRAUCH AUSSERHALB DER USA - Der folgende
Abschnitt enthélt Zielwertangaben fiir Tests / Methoden, die in
den USA nicht fiir diagnostische Zwecke erhéltlich sind.
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FRANCAIS
(1) Une couleur atypique peut étre observée avec certains
analytes. Résultats basés sur I'intensité des réactions.

(2) Couleur atypique observée.

(3) Réaction visiblement positive. Le résultat négatif donné par
I"appareil est dii & une couleur atypique.

(4) Autres kits de tests avec des sensibilités > a 10 mlU/mL.

(5) Roche recommande de tremper les bandelettes au lieu
d’utiliser des bouchons compte-gouttes.

(6) Lanalyse microscopique peut révéler la présence de
bactéries. Aucune information n’est fournie au sujet des
valeurs attendues ou de la stabilité.

(7) cfp=champ de faible puissance;
chp = champ de haute puissance.

(8) Les résultats ont été obtenus en suivant les instructions du

fabricant du KOVA System for Standardized Urinalysis.

Etant donné la matrice d’urine humaine, ce produit peut
également contenir des cristaux et des débris urinaires
pour lesquels aucune revendication n’est faite concernant les
performances et la stabilité.

(10) Ce produit contient des cristaux de cystine.

§ Le nombre de données n’a pas été suffisant pour définir la
moyenne et les limites acceptables pour ce dosage en
raison du manque de laboratoires pour établir ces valeurs. Si
votre laboratoire souhaite participer a I'élaboration de ces
valeurs, veuillez contacter votre correspondant Bio-Rad.
AUTILISER UNIQUEMENT HORS DES ETATS-UNIS - La section
suivante contient des données concernant des méthodes qui
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ESPARNOL
(1) Puede observarse una coloracion atipica en algunos analitos.
Resultados basados en intensidades de reaccion.

(2) Se observa una coloracion atipica.

(3) Reaccion positiva a simple vista. Los instrumentos dan una
lectura negativa debido a la atipicidad del color.

(4) Otros kits de prueba con sensibilidades de =10 miU/mL.

(5) Roche recomienda mojar las tiras mejor que utilizar
tapones goteros.

(6) El andlisis microscpico puede revelar la presencia
de bacterias. No se garantizan los valores previstos ni
la estabilidad.

(7) cpa =campo de poco aumento;
cga = campo de gran aumento;

(8) Resultados obtenidos siguiendo las instrucciones del
fabricante para KOVA System for Standardized Urinalysis.

(9) Debido a la matriz de orina humana, el producto puede

contener otros cristales y residuos urinarios comunes cuyo
comportamiento y estabilidad no estan garantizados.
(10) Este producto contiene cristales de cistina.

§ Debido a la baja o nula participacién en la asignacion de
valores, no se ha podido establecer los valores medios y
rangos aceptables de este ensayo. Si su centro de trabajo
estd interesado en participar en la valoracion de este ensayo,
por favor contacte con su oficina local de Bio-Rad.

SOLO PARA USO INTERNACIONAL - El siguiente apartado
presenta informacion referente a métodos no disponibles para
uso diagndstico en Estados Unidos.

3
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ne sont pas disponibles pour un usage di aux
Etats-Unis.

ITALIANO

(1) Con alcuni analiti pud essere osservata la comparsa di un
colore atipico. Risultati basati sulle intensita di reazione.
Rilevato colore atipico.
La reazione & positiva all’'esame visivo. La lettura dello
strumento é negativa a causa di una colorazione atipica.
(4) Altri kit di test con sensibilita =10 miU/ml.

@)
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(5) Roche raccomanda di immergere le strisce invece di usare
dei contagocce.

(6) Lanalisi microscopica potrebbe rilevare la presenza di batteri.
Non vengono forniti i valori attesi, né i dati di stabilita.

(7) Ipf = campi di basso potere;
hpf = campi di alto potere

(8) | risultati sono stati ottenuti seguendo le istruzioni del

produttore del KOVA System for Standardized Urinalysis.

(9) A causa della matrice umana dei campioni di urina, questo
prodotto potrebbe contenere anche altri cristalli urinari e
detriti comuni per i quali non viene fatta alcuna dichiarazione
sulle prestazioni o sulla stabilita attese.

(10) Questo prodotto contiene cristalli di cistina.

§ A causa della bassa o nulla partecipazione nell’assegnazione
valori, la media e gli intervalli di riferimento per questo
dosaggio non sono stati definiti. Contattare gli uffici locali per
maggiori chiarimenti.

SOLO PER USO INTERNAZIONALE - La sezione che segue

contiene dati per metodi ad uso diagnostico che non sono

disponibili negli Stati Uniti.

<&

PORTUGUES
(1) Podera observar-se uma cor atipica com alguns analitos.
R com base nas i i das reaccoes.

(2) Cor atipica observada.

(3) Areaccdo é positiva visualmente. A leitura dos instrumentos é
negativa devido a cor atipica.

Outros dispositivos de teste com sensibilidades =10 miU/mL.
A Roche recomenda a introduco das tiras em vez de se
utilizar um conta-gotas.

Poderdo ser apos analise

Néo foram feitas quaisquer afirmacdes em relacdo aos
valores ou estabilidade esperados.

Ipf = campo de poténcia reduzida (low power field);

hpf = campo de poténcia elevada (high power field);

Os resultados foram obtidos em conformidade com
as instrugdes do fabricante relativas ao sistema KOVA
para andlises de urina padrdo (KOVA System for
Standardized Urinalysis).

Devido & matriz da urina humana, este produto também pode
conter outros cristais e residuos urindrios comuns para
0s quais ndo foram feitas quaisquer afirmacdes em relagéo ao
desempenho ou estabilidade esperados.

(10) Este produto contém cristais de cistina.

§ 0s dados necessdrios para a obtencéo da média e do intervalo
de referéncia para este analito ndo foram obtidos dada
a limitada participacdo na atribuicdo de valores. Se estiver
interessado em participar no nosso Programa de Atribuicao
de Valores, por favor entre em contacto com o seu
representante local.

APENAS PARA UTILIZAGAO INTERNACIONAL - A secgéo que se
segue contém dados para métodos que ndo estdo disponiveis
para utilizacdo em diagndstico nos Estados Unidos.
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SVENSKA
(1) Atypisk farg kan observeras for vissa analyter. Resultaten &r
baserade pa reaktionsintensiteter.
(2) Atypisk férg noterad.
(3) Visuellt positiv reaktion. Negativ instrumentavidsning pga.
atypisk farg.
(4) Andra testkit med kanslighet pa >10 miU/mL.
(5) Roche rekommenderar att man doppar remsorna istéllet for
att anvéinda klémlock.

(6) Bakterier kan vid analys.
Inga utféstelser avseende forvintade vérden eller
hallbarhetstider gors.

(7) Ipf = low power field; falt med 1ag forstoring
hpf = high power field; falt med hdg forstoring

(8) Resultaten erhdlls genom att félja tillverkarens anvisningar
for KOVA-systemet for standardiserad urinanalys (KOVA
System for Standardized Urinalysis).

(9) P4 grund av den humana urinmatrix kan produkten &ven

innehalla andra vanligt forekommande urinkristaller och
partiklar, for vilka inga utfastelser vad géller forvantad
prestanda eller hdllbarhet utfardas.
(10) Denna produkt innehdller cystinkristaller.
§ Nodvandig data for att faststélla medelvérden och acceptabla
métomraden for denna analys kunde inte insamlas pa grund
av ett alltfor begrénsat deltagarantal vid tilldelning av vérden.
Om din institution/ditt laboratorium onskar deltaga i
programmet for tilldelning av varden (Value Assignment
Program) fér denna analys, var god kontakta Bio-Rads
forséljning: ing eller tekniska servil i
ENDAST FOR INTERNATIONELLT BRUK - Féljande avsnitt
innehaller data for metoder som inte &r tillgangliga for
diagnostiskt bruk i USA.
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DANSK

(1) Unormal farve kan observeres ved visse analytter.
Resultaterne er baseret pa reaktionsintensitet.

(2) Atypisk farve er konstateret.

(3) Reaktion er positiv visuelt. Instrumentmalingen er negativ
pga. atypisk farve.

(4) Andre testkit med falsomhed pa =10 miU/ml.

(5) Roche anbefaler, at strimlerne dyppes snarere end at
bruge drébetellerlag.

(6) Der kan veere bakterier til stede ved mikroskopisk analyse.
Der er ikke fastsat forventede veerdier eller holdbarhed.

(7) Ipf = low power field; felt med lav forstarrelse
hpf = high power field; felt med stor forsterrelse

(8) Resultaterne blev indhentet ved at felge producentens
anvisninger for KOVA System for standardiseret urinanalyse.

(9) Pa grund af sammensatningen af human urin kan produktet

ogsa indeholde andre hyppigt forekommende urinkrystaller
og partikler, for hvilke der ikke er fastsat forventet preestation
eller holdbarhed.

(10) Dette produkt indeholder cystinkrystaller.

§ Pg.a. for lille tilslutning til vores “Value Assignment Program”
har det desverre ikke veeret muligt at have middelvaerdien
og standart variationenveerdien med pa denne analyse. Skulle
du/i veere iinteresseret i at deltage i dette program for denne
analyse, sa kontakt venligst det lokale Bio-Rad.

KUN TIL INTERNATIONAL BRUG - Falgende afsnit indeholder
data til metoder, der ikke er tilgeengelige til diagnostisk
anvendelse i USA.
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CHEMICAL ANALYSIS

Chemische Analyse // Analyse chimique // Analisi chimica // Analisis quimico // Analise quimica // Kemisk analys // Kemisk analyse

Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

77 ELEKTRONIKA LABSTRIP U11PLUS REAGENT STRIP / DOCUREADER / DOCUREADER 2 / HANDUREADER / LABUREADER PLUS / LABUMAT / LABUMAT 2 URINE ANALYZERS / (VISUAL)

Bilirubin (2) Negative 16 mg/dL (17 — 100 pmol/L) (1+ — 3+)

Blood Negative ca. 50 — 300 Ery/pL (2+ — 3+)

Glucose Normal 150 — 1000 mg/dL (8.4 — 56 mmol/L) (2+ — 4+)

Ketones (2) Negative 15— 150 mg/dL (1.5 — 15 mmol/L) (1+ — 3+)

Leukocytes (2) Negative Negative — 500 Leu/uL ive — 3+)

Nitrite Negative Positive

pH 5-7 6-7

Protein, Total (2) Negative 30— 500 mg/dL (0.3 -5 g/L) (1+ — 3+)

Specific Gravity 1.005 — 1.020 1.005 — 1.030

Urobilinogen Normal Normal — 12 mg/dL (Normal — 200 pmol/L) (Normal — 4+)
A. MENARINI AUTION MAX AX-4280 / SUPER AUTION SA-4250 ANALYZERS

Bilirubin Negative 2 —>10 mg/dL (34 — =170 pmol/L) (2+ — 4+)

Blood Negative 0.2 ->1 mg/dL (2.0 - =10 mg/L) (2+ — 3+)

Glucose Negative 150 mg/dL — =1000 mg/dL (8 — =56 mmol/L) (2+ — 4+)

Ketones Negative 30 — 160mg/dL (3 — 16mmol/L) (2+ — 4+)

Leukocytes Negative 25— 500 Leu/uL

Nitrite Negative 1+ -2+

pH 6.0-7.0 7.0-8.0

Protein, Total Negative 100 — 400 mg/dL (1.0 — 4.0 g/L) (2+ — 3+)

Specific Gravity 1.005 - 1.020 1.011-1.030

Urobilinogen 0.2 mg/dL (+/-) 2.0 — 12 mg/dL (33 — 200 pmol/L) (1+ — 3+)
ACON MISSION EXPERT / U120 / U500 URINE ANALYZERS

Bilirubin Negative 1—6 mg/dL (17 — 100 pmol/L) (1+ — 3+)

Blood Negative 50 — 250 Ery/uL (3+ — 5+)

Creatinine 10 — 100 mg/dL (0.9 — 8.8 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)

Glucose Negative 100 — 1000 mg/dL (5.5 — 55 mmol/L) (2+ — 4+)

Ketones Negative 15—150 mg/dL (1.5 — 15.0 mmol/L) 2+ — 4+)

Leukocytes Negative 25— 500 Leu/pL (1+ —3+)

Microalbumin 10— 30 mg/L 80 — 150 mg/L

Nitrite Negative Positive

H 5-7 6-8

Protein, Total Negative 75—500 mg/dL (0.75 — 5.0 g/L) (2+ — 4+)

Specific Gravity 1.005 - 1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 4 -12 mg/dL (70 — 203 pmol/L) (2+ — 4+)
ACON MISSION EXPERT URINALYSIS REAGENT STRIPS (VISUAL) (1)

Bilirubin Negative 1 -6 mg/dL (17 — 100 pmol/L) (1+ — 3+)

Blood Negative 50 — 250 Ery/uL (3+ — 4+)

Creatinine 10— 100 mg/dL (0.9 — 8.8 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)

Glucose Negative 100 — 1000 mg/dL (5.5 — 55 mmol/L) (2+ — 4+)

Ketones Negative 10 — 150 mg/dL (1.0 — 15.0 mmol/L) (1+ — 3+)

Leukocytes Negative 25— 500 Leu/uL (1+ — 3+)

Microalbumin 10 - 30 mg/L 80 — 150 mg/L

Nitrite Negative Positive

pH 5-7 6-8

Protein, Total Negative 30— 500 mg/dL (0.3 -5 g/L) (1+ — 3+)

Specific Gravity 1.005 - 1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 4 —-12mg/dL (70 — 200 pmol/L) (2+ — 4+)
ACON MISSION / U500 URINE ANALYZER

Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)

Blood Negative 25— 200 Ery/uL (1+ - 3+)

Creatinine 10 —100 mg/dL (0.9 — 8.8 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)

Glucose Negative 100 — 1000 mg/dL (5 — 60 mmol/L) (= — 3+)

Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (+ — 2+)

Leukocytes Negative 70 - 500 Leu/pL (1+ — 3+)

Microalbumin 10— 30 mg/L 80— 150 mg/L

Nitrite Negative Positive

pH 50-7.0 6.0-8.0

Protein, Total Negative 30 — 300 ma/dL (0.3 — 3.0 g/L) (1+ — 3+)

Specific Gravity 1.005 - 1.025 1.005 - 1.025

Urobilinogen 0.2 mg/dL (3.5 pmol/L) 2—8 mg/dL (35— 140 pmol/L) (1+ - 3+)
DFI CYBOW / COMBOSTIK / DUS URINE REAGENT STRIPS (VISUAL)

Bilirubin Negative Small - Large (1+ - 3+)

Blood Negative 10 — 250 RBC/pL (1+ — 3+)

Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)

Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)

Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)

Leukocytes Negative 15 — 500 WBC/pL (Trace — 3+)

Microalbumin 10 mg/L 150 mg/L

Nitrite Negative Positive

pH 5-65 6-8

Protein, Total Negative 15 — 300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)

Protein-to-Creatinine Ratio Normal Abnormal

Specific Gravity 1.005 - 1.020 1.010-1.025

Urobilinogen Normal (0.1 — 1 mg/dL) (1 — 16 pmol/L) 2 -8 mg/dL (33 — 131 pmol/L)

DFI CYBOW R-50 / COMBOSTIK R-50 / DUS R-50 / CYBOW R-50S / COMBOSTIK R-50S / DUS R-50S

Bilirubin

Negative

Small - Large (1+ — 3+)

Blood

Negative

10— 250 RBC/L (1+— 3+)
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Manufacturer/Method Analyte Level 1 - 65831 Level 2 - 65832
DFI CYBOW R-50 / COMBOSTIK R-50 / DUS R-50 / CYBOW R-50S / COMBOSTIK R-50S / DUS R-50S (continued)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5— 40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/L (Trace — 3+)
Microalbumin 10 mg/L 150 mg/L
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15 — 300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.005 - 1.020 1.010 - 1.025
Urobilinogen Normal (0.1 — 1 mg/dL) (1 — 16 pmol/L) 2 -8 mg/dL (33 — 131 pumol/L)
DFI CYBOW READER 300 / COMBOSTIK R-300 / DUS R-300
Bilirubin Negative Small - Large (1+ — 3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Creatinine 50 — 200 mg/dL (4.4 — 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/pL (Trace — 3+)
Microalbumin 10 mg/L 150 mg/L
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15 —300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.005 - 1.020 1.010-1.025
Urobilinogen Normal (0.1 - 1 mg/dL) (1 = 16 pmol/L) 2 -8 mg/dL (33 - 131 pmol/L)
DFI CYBOW READER 720 / COMBOSTIK R-700 / DUS R-720
Bilirubin Negative Small - Large (1+ - 3+)
Blood Negative 10— 250 RBC/pL (1+ - 3+)
Creatinine 50 — 200 mg/dL (4.4 = 17.7 mmol/L) 100 — 300 mg/dL (8.8 — 26.5 mmol/L)
Glucose Negative 50 — 2000 mg/dL (2.8 — 111 mmol/L)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (Trace — 2+)
Leukocytes Negative 15 — 500 WBC/pL (Trace — 3+)
Microalbumin 10 mg/L 150 mg/L
Nitrite Negative Positive
pH 5-65 6-8
Protein, Total Negative 15— 300 mg/dL (0.15- 3.0 g/L) (Trace — 3+)
Protein-to-Creatinine Ratio Normal Abnormal
Specific Gravity 1.005 - 1.020 1.010-1.025
Urobilinogen Normal (0.1 — 1 mg/dL) (1 — 16 umol/L) 2 -8 mg/dL (33 — 131 pmol/L)
ERBA LACHEMA DEKAPHAN LAURA STRIPS / LAURA URINE ANALYZER
Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/pL (2+ - 3+)
Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)
Ketones Negative 5.2 - 52 mg/dL (0.5 — 5 mmol/L) (x — 2+)
Leukocytes Negative 75-500 Leu/pL (2+ - 3+)
Nitrite Negative Positive
pH 5-65 7-8
Protein, Total Negative 30— 500 mg/dL (0.3 -5 g/L) (1+ — 3+)
Specific Gravity 1.010 - 1.020 1.005-1.015
Urobilinogen (2) Normal 6— 12 mg/dL (102 — 203 pmol/L) (3+ — 4+)
ERBA LACHEMA DEKAPHAN LAURA STRIPS / LAURA M URINE ANALYZER
Bilirubin Negative 3—6 mg/dL (51 — 103 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/pL (2+ — 3+)
Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)
Ketones Negative 16 — 52 mg/dL (1.5 - 5 mmol/L) (1+ — 2+)
Leukocytes Negative 25500 Leu/pL (1+— 3+)
Nitrite Negative Positive
pH <6-7 <6-8
Protein, Total Negative 30— 500 mg/dL (0.3 -5 g/L) (1+ — 3+)
Specific Gravity 1.015-1.025 1.010 - 1.025
Urobilinogen (2) Normal 1-12mg/dL (17 — 203 pmol/L) (1+ — 4+)
ERBA LACHEMA DEKAPHAN LAURA STRIPS / LAURA SMART URINE ANALYZER
Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/uL (2+ — 3+)
Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)
Ketones Negative 5.2 — 52 mg/dL (0.5 — 5 mmol/L) (= — 2+)
Leukocytes Negative 75— 500 Leu/uL (2+ — 3+)
Nitrite Negative Positive
pH 5-65 7-8
Protein, Total Negative 30— 500 mg/dL (0.3 -5 g/L) (1+ — 3+)
Specific Gravity 1.010 - 1.020 1.005 - 1.015
Urobilinogen (2) Normal 3-12mg/dL (51 — 203 pmol/L) (2+ — 4+)
ERBA LACHEMA DEKAPHAN LAURA STRIPS (VISUAL)
Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ - 3+)
Blood Negative 50 — 250 Ery/puL (2+ — 3+)
Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)
Ketones Negative 16 — 52 mg/dL (1.5 - 5 mmol/L) (1+ — 2+)
Leukocytes Negative 75— 500 Leu/uL (2+ — 3+)
Nitrite Negative Positive
pH 5-6 7-8
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Manufacturer/Method Analyte

Level 1 - 65831

Level 2 - 65832

ERBA LACHEMA DEKAPHAN LAURA STRIPS (VISUAL) (continued)

Protein, Total Negative 100 — 500 mg/dL (1 — 5 g/L) (2+ — 3+)

Specific Gravity 1.015 - 1.025 1.005 - 1.015

Urobilinogen (2) Normal 6— 12 mg/dL (102 — 203 pmol/L) (3+ — 4+)
ERBA MANNHEIM URO-DIP 10E STRIPS / LAURA M URINE ANALYZER

Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)

Blood Negative 50 — 250 Ery/jl (2+ — 3+)

Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)

Ketones Negative 16 — 52 mg/dL (1.5 - 5 mmol/L) (1+ — 2+)

Leukocytes Negative 25— 500 Leu/puL (1+ — 3+)

Nitrite Negative Positive

pH <6-7 <6-8

Protein, Total Negative 30500 mg/dL (0.3 -5 g/L) (1+ — 3+)

Specific Gravity 1.015-1.025 1.010-1.025

Urobilinogen (2) Normal 1-12 mg/dL (17 — 203 pmol/L) (1+ — 4+)
ERBA MANNHEIM URO-DIP 10E STRIPS / URO-DIPCHECK 240E URINE ANALYZER

Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)

Blood Negative 50 — 250 Ery/uL (2+ — 3+)

Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)

Ketones Negative 5.2 - 52 mg/dL (0.5 - 5 mmol/L) (x - 2+)

Leukocytes Negative 75— 500 Leu/pL (2+ — 3+)

Nitrite Negative Positive

pH 5-65 7-8

Protein, Total Negative 30500 mg/dL (0.3 -5 g/L) (1+ - 3+)

Specific Gravity 1.010 - 1.020 1.005-1.015

Urobilinogen (2) Normal 3-12mg/dL (51 — 203 pmol/L) (2+ — 4+)
ERBA MANNHEIM URO-DIP 10E STRIPS / URO-DIPCHECK 400E URINE ANALYZER

Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)

Blood Negative 50 — 250 Ery/uL (2+ - 3+)

Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)

Ketones Negative 5.2 - 52 mg/dL (0.5 — 5 mmol/L) (x — 2+)

Leukocytes Negative 75—500 Leu/puL (2+ — 3+)

Nitrite Negative Positive

pH 5-65 7-8

Protein, Total Negative 30 — 500 mg/dL (0.3 - 5 g/L) (1+ — 3+)

Specific Gravity 1.010 - 1.020 1.005-1.015

Urobilinogen (2) Normal 6— 12 mg/dL (102 — 203 pmol/L) (3+ — 4+)
ERBA MANNHEIM URO-DIP 10E STRIPS (VISUAL)

Bilirubin Negative 3 -6 mg/dL (51 — 103 pmol/L) (2+ — 3+)

Blood Negative 50 — 250 Ery/pL (2+ - 3+)

Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L) (3+ — 4+)

Ketones Negative 16 — 52 mg/dL (1.5 - 5 mmol/L) (1+ — 2+)

Leukocytes Negative 75— 500 Leu/pL 2+ — 3+)

Nitrite Negative Positive

pH 5-6 7-8

Protein, Total Negative 100 - 500 mg/dL (1 — 5 g/L) (2+ — 3+)

Specific Gravity 1.015 - 1.025 1.005 -1.015

Urobilinogen (2) Normal 6—12 mg/dL (102 — 203 pmol/L) (3+ — 4+)
FORTRESS DIAGNOSTICS URINE STRIPS 10 PARAMETER - URS00010 (VISUAL)

Bilirubin Negative 2+ -3+

Blood Negative 50 — 250 Ery/pl

Glucose Negative 150 — >1000 mg/dL (8 — =60 mmol/L)

Ketones Negative 1+ -3+

Leukocytes Negative 25 — 500 Leu/ul

Nitrite Negative Positive

pH 50-70 6.0-8.0

Protein, Total Negative 30— 500 mg/dL (0.3 -5.0 g/L)

Specific Gravity 1.005-1.015 1.000-1.010

Urobilinogen Normal 8- 12 mg/dL (140 — 200 pmol/L)
FORTRESS DIAGNOSTICS URINE STRIP PROTEIN / GLUCOSE - URS002GP (VISUAL)

Glucose Negative 150 — >1000 mg/dL (8 — =60 mmol/L)

Protein, Total Negative 30— 500 mg/dL (0.3 -5.0 g/L)
FORTRESS DIAGNOSTICS URINE STRIP PROTEIN / KETONES / GLUCOSE - URS03GPK (VISUAL)

Glucose Negative 150 — >1000 mg/dL (8 — =60 mmol/L)

Ketones Negative 1+ -3+

Protein, Total Negative 30— 500 mg/dL (0.3 -5.0 g/L)
FORTRESS DIAGNOSTICS URINE STRIP PROTEIN / GLUCOSE / PH - URSO3GPP (VISUAL)

Glucose Negative 150 — =1000 mg/dL (8 — =60 mmol/L)

pH 50-7.0 6.0-8.0

Protein, Total Negative 30— 500 mg/dL (0.3-5.0 g/L)
FORTRESS DIAGNOSTICS hCG SERUM / URINE STRIP - HCGSU050 (VISUAL)

hCG Negative Positive
FORTRESS DIAGNOSTICS hCG URINE STRIP - HCGS100 (VISUAL)

hCG Negative Positive
FORTRESS DIAGNOSTICS hCG SERUM / URINE DEVICE - HCGSU040 (VISUAL)

hCG Negative Positive
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Manufacturer/Method Analyte Level 1 - 65831 Level 2 - 65832
FORTRESS DIAGNOSTICS hCG URINE DEVICE - HCGC0040 (VISUAL)
hCG Negative Positive
HITADO hCG STRIP TEST (PRODUCT ID: 35285602 / 35285603 / 35285613 / 35285623
hCG Negative Positive
HITADO HCG CASSETTE TEST (PRODUCT ID: 35300601 / 35300602 / 35300603
hCG Negative Positive
HITADO NOBISTRIP U10 (PRODUCT ID: 38810601) (VISUAL)
Bilirubin Negative 1—4mg/dL (17 — 70 pmol/L) (1+ — 3+)
Blood Negative <50 Ery/uL
Glucose Normal 100 — >2000 mg/dL (5 — =110 mmol/L) ( — 4+)
Ketones Negative 5— 160 mg/dL (0.5 — 16 mmol/L) (+ — 4+)
Leukocytes Negative 15— 500 Leu/pL (= — 3+)
Nitrite Negative Positive
pH 5-7 5-9
Protein, Total Negative 15 —2000 mg/dL ( 0.15 — 20 g/L) (+ — 4+)
Specific Gravity 1.005 -1.015 1.000 - 1.030
Urobilinogen Normal 1-12mg/dL (17 — 200 pmol/L)
HUMAN COMBINA 10M TEST STRIP (VISUAL)
Bilirubin Negative 2+-3+
Blood Negative ca. 50 — 250 Ery/uL
Glucose Negative 300 — 1000 mg/dL (17 — 55 mmol/L)
Ketones Negative 16 — 52 mg/dL (1.5 — 5 mmol/L)
Leukocytes Negative 75— 500 Leu/ul
Nitrite Negative Positive
pH 5-7 5-7
Protein, Total Negative 100 — 500 mg/dL (1 — 5 g/L)
Specific Gravity 1.010-1.020 1.005-1.015
Urobilinogen Normal 6— 12 mg/dL (102 — 203 pmol/L)
HUMAN COMBINA 118 TEST STRIP (VISUAL) / COMBILYZER PLUS / COMBILYZER VA ANALYZERS
Bilirubin Negative 2 -4 mg/dL 35 — 100 pmol/L (2+ — 3+)
Blood Negative ca. 50 — 300 Ery/uL
Glucose Normal 500 — 1000 mg/dL (28 — 56 mmol/L)
Ketones Negative 1.5—15 mmol/L (1+ — 3+)
Leukocytes Negative Negative — 75 Leu/pL
Nitrite Negative Positive
pH 5-6 6-8
Protein, Total (2) Negative 100 — 500 mg/dL (1 -5 g/L)
Specific Gravity 1.005 - 1.020 1.005 - 1.020
Urobilinogen Normal 8- 12 mg/dL (140 — 200 pmol/L)
HUMAN COMBINA 13 TEST STRIP (VISUAL) / HUMAN COMBILYZER 13 ANALYZER
Bilirubin Negative 51 —103 pmol/L (2+ — 3+)
Blood Negative ca. 80 — 200 Ery/uL (2+ — 3+)
Creatinine 10 - 100 mg/dL (0.9 — 8.8 mmol/L) 200 — 300 mg/dL (17.7 — 26.5 mmol/L)
Glucose Normal 250 — 1000 mg/dL (14 — 56 mmol/L)
Ketones Negative 15—78 mg/dL (1.5 — 7.8 mmol/L)
Leukocytes Negative 70 — 500 Leu/uL
Microalbumin 10 mg/L 80 — 150 mg/L
Nitrite Negative Positive
pH 50-6.5 6.0-7.0
Protein, Total Negative 300 — 2000 mg/dL (3.0 — 20 g/L)
Protein-to-Creatinine Ratio Normal (<3.4 mg/mmol) Abnormal (3.4 — 33.9 mg/mmol)
Specific Gravity 1.010-1.020 1.015-1.025
Urobilinogen (0.2 mg/dL) (3.4 pmol/L) 4 —8 mg/dL (68 — 135 pmol/L)
ROCHE COBAS U 411 ANALYZER (INTERNATIONAL CONCENTRATIONS SETTING) (5)
Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 150 — 250 Ery/pL (4+ — 5+)
Glucose Normal 300 — 1000 mg/dL (14 — 56 mmol/L) (3+ — 4+)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L) (3+ — 4+)
Leukocytes Negative 25— 500 Lew/uL (14 — 3+)
Nitrite Negative Positive
pH 5-6.5 7-8
Protein, Total Negative 75 —500 mg/dL (0.75 — 5.00 g/L) (2+ — 4+)
Specific Gravity 1.010 - 1.020 1.000 - 1.020
Urobilinogen Normal 8 —12 mg/dL (135 — 203 pmol/L) (3+ — 4+)
ROCHE COBAS U PACK CASSETTE / COBAS U 601 ANALYZER (5)
Bilirubin Negative 3—6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 150 — 250 Ery/pL (4+ — 5+)
Glucose Normal 300 — 1000 mg/dL (17 — 56 mmol/L) (3+ — 4+)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L) (3+ — 4+)
Leukocytes Negative 100 — 500 Leu/pL (2+ — 3+)
Nitrite Negative Positive
pH 5-6.5 7-8
Protein, Total Negative 150 — 500 mg/dL (1.5 — 5.0 g/L) (3+ — 4+)
Specific Gravity 1.007 -1.018 1.016 —1.028
Urobilinogen Normal 8 —12 mg/dL (140 — 203 pmol/L) (3+ — 4+)
ROCHE COMBUR-TEST URINE TEST STRIPS (VISUAL) (1) (5)
Bilirubin Negative 3—6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/uL
Glucose Normal 250 — 1000 mg/dL (14 — 56 mmol/L)
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Manufacturer/Method Analyte Level 1 - 65831 Level 2 - 65832
ROCHE COMBUR-TEST URINE TEST STRIPS (VISUAL) (1) (5) (continued)
Ketones Negative 50 — 150 mg/dL (5.0 — 15 mmol/L) (2+ — 3+)
Leukocytes Negative 25 — 500 Leu/pL (Trace — 2+)
Nitrite Negative Positive
H 5-7 6-8
Protein, Total Negative 100 — 500 mg/dL (1.0 — 5.0 g/L) (2+ — 3+)
Specific Gravity 1.010-1.020 1.005-1.015
Urobilinogen Normal 8- 12 mg/dL (135 — 203 pmol/L) (3+ — 4+)
ROCHE URISYS 1100 ANALYZER (INTERNATIONAL CONCENTRATIONS SETTING) (5)
Bilirubin Negative 3 -6 mg/dL (50 — 100 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 Ery/pL (3+ — 4+)
Glucose Normal 300 - 1000 mg/dL (17 — 56 mmol/L) (3+ — 4+)
Ketones Negative 50 — 150 mg/dL (5 — 15 mmol/L) (2+ — 3+)
Leukocytes Negative 100 — 500 Leu/pL (2+ — 3+)
Nitrite Negative Positive
pH 5-65 7-8
Protein, Total Negative 150 — 500 mg/dL (1.5 — 5.0 g/L) (3+ — 4+)
Specific Gravity 1.010-1.020 1.000 -1.020
Urobilinogen Normal 8—12 mg/dL (140 — 200 pmol/L) (3+ — 4+)
SD UROCOLOR 10 REAGENT STRIPS (VISUAL) (1)
Bilirubin (2) Negative 0.5 - 3.0 mg/dL (8 — 50 pmol/pL) (1+ — 3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 112 mmol/L) (1+ — 4+)
Ketones (2) Negative 5 —50 mg/dL (0.5 — 5.0 mmol/L) (Trace — 2+)
Leukocytes (2) Negative 25— 75WBC/pL (1+ — 2+)
Nitrite Negative Positive
pH 5.5 65, 6.5-75
Protein, Total Negative 10 — 100 mg/dL (0.1 - 1.0 g/L) (Trace — 2+)
Specific Gravity 1.015-1.025 1.010 -1.020
Urobilinogen Negative 4 —12 mg/dL (68 — 204 pmol/L) (2+ — 4+)
SD UROCOLOR 10 REAGENT STRIPS / UROMETER 120 / UROMETER 720 ANALYZERS (1)
Bilirubin (2) Negative 0.5 - 3.0 mg/dL (8 — 50 pmol/pL) (1+—3+)
Blood Negative 10 — 250 RBC/pL (1+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 112 mmol/L) (1+ — 4+)
Ketones (2) Negative 5—50 mg/dL (0.5 — 5.0 mmol/L) (Trace — 2+)
Leukocytes (2) Negative 25 —75WBC/pL (1+ — 2+)
Nitrite Negative Positive
pH 55-6.5 65-75
Protein, Total Negative 10 — 100 mg/dL (0.1 — 1.0 g/L) (Trace — 2+)
Specific Gravity 1.015 - 1.025 1.010 - 1.020
Urobilinogen Negative 4.0 — 12 mg/dL (68 — 204 pmol/L) (2+ — 4+)
URIT MEDICAL URITEST 106G / 11G REAGENT STRIPS / URIT-500C ANALYZER
Bilirubin Negative 0.5 - 6 mg/dL (8.6 — 100 pmol/L) (1+ — 3+)
Blood Negative 0.075 - 0.6 mg/dL (25 — 200 Cell/pL) (1+ - 3+)
Glucose Negative 250 —>1000 mg/dL (14 — =55 mmol/L) (2+ — 4+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 15— 125 Cell/pL (= — 2+)
Nitrite Negative Positive
pH 55-7.0 6.5-8.0
Protein, Total Negative 30 —300 mg/dL (0.3-3.0 g/L) (1+ - 3+)
Specific Gravity 1.010 -1.020 1.010 - 1.025
Urobilinogen Normal 2.0 - 8.0 EU/dL (33 — =131 pmol/L)
URIT MEDICAL URIT 11F REAGENT STRIP / URIT-1500 ANALYZER
Bilirubin Negative 0.5 - 6 mg/dL (8.6 — 100 pmol/L) (1+ — 3+)
Blood Negative 0.075 - 0.6 mg/dL (25 — 200 Ery/pL) (1+ — 3+)
Glucose Negative 250 —=1000 mg/dL (14 — =55 mmol/L) (2+ — 4+)
Ketones Negative 5—40 mg/dL (0.5 — 4.0 mmol/L) (= — 2+)
Leukocytes Negative 15125 Leu/pL (= — 2+)
Nitrite Negative Positive
pH 55-7.0 6.5-8.0
Protein, Total Negative 30 —300 mg/dL (0.3 -3.0 g/L) (1+— 3+)
Specific Gravity 1.005 - 1.020 1.010-1.025
Urobilinogen Normal 2.0 - =8.0 EU/dL (33 — =131 pmol/L)
YD URISCAN SUPER
Bilirubin Negative 1.0-3.0 mg/dL (17 — 50 pmol/L) (2+ — 3+)
Blood Negative 50 — 250 RBC/pL (2+ — 3+)
Glucose Negative 250 — 2000 mg/dL (14 — 111 mmol/L) (1+ — 4+)
Ketones Negative 5-50 mg/dL (0.5 — 5 mmol/L) (+ — 2+)
Leukocytes Negative 10 — 75 WBC/pL (= — 2+)
Nitrite Negative Positive
pH 5.0-6.5 6.0-75
Protein, Total (2) Negative 10 — 1000 mg/dL (+ — 4+)
Specific Gravity 1.006 - 1.020 1.013-1.030
Urobilinogen Normal (0.1-1.0 mg/dL) (1.6 — 16 pmol/L) 8—12 mg/dL (131 — 197 pmol/L) (3+ — 4+)
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MICROSCOPIC ANALYSIS (6)

Mikroskopische Analyse // Analyse microscopique // Analisi microscopica // Analisis microscopico // Analise microscopica // Mikroskopisk analys // Mikroskopisk analyse

Manufacturer/Method Analyte Magnification Level 1 - 65831 Level 2 — 65832 Units Level 1 - 65831 Level 2 - 65832
RED BLOOD CELLS (RBC)

77 Elektronika UriSed / sediMAX / COBIO XS Cells/hpf (7) 0 - 1 30 - 90 Cells/uL 0 2 140 - 400
Roche cobas u 701 Cells/hpf (7) 0 -6 72 - 216 Cells/uL. 0 - 25 315 - 960
WHITE BLOOD CELLS (WBC)

77 Elektronika UriSed / sediMAX / COBIO XS Cells/hpf (7) 0 -1 5 - 2 Cells/pL. 0 -2 24 - 8l
Roche cobas u 701 Cells/hpf (7) 0 - 6 13 - 39 Cells/uL 0 - 25 55 - 175
CASTS

77 Elektronika UriSed / sediMAX / COBIO XS Ipf (7) Absent Absent Ipf (7) Absent Absent
CRYSTALS (9)

77 El ika UriSed / sediMAX / COBIO XS Ipf (7) 0 i Present Present (10) Ipf (7) 0 i Present Present (10)
Roche cobas u 701 Ipf (7) Absent Present (10) Ipf (7) Absent Present (10)




MANUFACTURERS LISTED // Angegebene Hersteller // Fabricants indiqués // Produttori elencati // Lista de fabricante // Fabricantes enunciados // Angivna tillverkare // Anforte producenter

77 Electronika Kft., Budapest, Hungary
A. Menarini, Firenze, Italy

ACON Laboratories Inc., San Diego, California

Macherey-Nagel GmbH & Co. KG, Dueren, Germany
McKesson, San Francisco, California
Medline Industries, Inc., Mundelein, lllinois

Analyticon Biotechnologies AG, Lichtenfels, Germany NDC Inc., Nashville, Tennessee

Arkray, Kyoto, Japan

Beckman Coulter Inc., Fullerton, California

BTNX Inc., Markham, Ontario, Canada

DFI Co., Ltd., Gyung-Nam, Republic of Korea

Quidel Corp., San Diego, California

Roche Diagnostics Corporation, Indianapolis, Indiana
Roche Diagnostics GmbH, Mannheim, Germany
Sekisui Diagnostics LLC, Farmington, Massachusetts

Diagnostic Test Group (Clarity), Boca Raton, Florida Siemens Healthcare Diagnostics Inc., Tarrytown, New York
Erba Lachema s.r.0., Brno, Czech Republic Stanbio Laboratory, Boerne, Texas

Fortress Diagnostics Ltd., Antrim, Northern Ireland, United Kingdom Standard Diagnostics, Inc., Kyonggi-do, Korea

Germaine Laboratories, Inc., San Antonio, Texas StatSpin Inc., Norwood, Massachusetts

Hitado Diagnostics GmbH, Mdhnesee-Delecke, Germany Sysmex America Inc., Mundelein, lllinois

Human Gesellschaft fiir Biochemika und Diagnostika mbH, Wiesbaden, Germany Teco Diagnostics, Anaheim, California

HYCOR Biomedical, Garden Grove, California

Iris Diagnostics, Chatsworth, California
Jant Pharmacal Corp., Encino, California

BIORAD

Thermo Fisher Scientific, Waltham, Massachusetts
URIT Medical Electronic Co. Ltd., Guangxi, China
YD Diagnostics, Kyunggi-Do, Korea

UNITED STATES, Bio-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618

FRANCE, Bio-Rad

. 3 boulevard Raymond Poincaré
Bio-Rad . 92430 Marnes-la-Coquette
Laboratories Phone: (33) 1-4795-6000 / Fax: (33) 1-4741-9133

Clinical
Diagnostics Group

9500 Jeronimo Road
Irvine, California 92618
(800) 854-6737

FAX (949) 598-1550
bio-rad.com/qualitycontrol

Technicai Service:
(800) 854-6737

Australia, Bio-Rad Laboratories Pty. Ltd., Leve} 5, 446 Victoria Road, Gladesville NSW 2111 e Phone 61-2-9914-2800 » Telefax 61-2-9914-2888

Austria, Bio-Rad Laboratories Ges.m.b.H., Hummeigasse 88/3-6, A-1130 Vienna ® Phone 43-1-877-8901 e Telefax 43-1-876-5629

Belgium, Bio-Rad S.A.-N.V. Winninglaan 3, BE-9140 Temse ® Phone +32 (3)710-53-00 © Telefax +32 (3)710-53-01

Brazil, Bio-Rad Laboratérios Brasif Ltda, Rua Alfredo Aibano da Costa, 100, si 1, 2 e 3, Lagoa Santa, CEP: 33.400-000 ® Phone +55 (31)3689-6600 * Telefax +55 (31)3689-6611
Canada, Bio-Rad Laboratories, Ltd., 2403 Guénette Street, Montréal, Québec H4R 2E9 * Phone 1-514-334-4372 » Telefax 1-514-334-4415

China, Bio-Rad Laboratories Shanghai Ltd., 3rd Fioor, #18 Dong Fang Road, Bldg E, Poly Plaza, Pudong, Shanghai, PRC 200120 * Phone 86-21-61698500 e Telefax 86-21-61698599
Czech Republic, Bio-Rad spol. s r.o., Nad ostrovem 1119/7, 147 00 Prague 4 * Phone 420-241-430-532 e Telefax 420-241-431-642

Denmark, Bio-Rad Laboratories, Symbion Science Park, Fruebjergvej 3, DK-2100 Copenhagen East ® Phone +45-4452-1000 e Telefax +45-4452-1001

Finland, Bio-Rad Laboratories, Linnanherrankuja 16, FIN-00950 Helsinki ® Phone 358-9-804-22-00 * Telefax 358-9-7597-5010

France, Bio-Rad, 3 boulevard Raymond Poincaré, 92430 Marnes-fa-Coquette ® Phone 33-1-47-95-60-00 e Telefax 33-1-47-41-91-33

Germany, Bio-Rad Laboratories GmbH, Heidemannstrasse 164, D-80939 Munich ¢ Phone +49 (0)89-318-840 e Tejefax +49 (0)89-318-84100

Greece, Bio-Rad Laboratories M E.P.E, 2-4 Mesogeion Street, Fourth Floor 115 27 Athens ® Phone 30-210-7774396 e Telefax 30-210-7774376

Hong Kong, Bio-Rad Pacific Ltd., Unit 1101, 11/F DCH Commercial Centre, 25 Westlands Road, Quarry Bay ® Phone 852-2789-3300 * Telefax 852-2789-1290

Hungary, Bio-Rad Hungary Ltd., H-1082 Budapest, Futo street 47-53, Hungary ® Phone +36-1-459-6100 e Telefax +36-1-459-6101

India, Bio-Rad Laboratories (india) Pvt. Ltd., Bio-Rad House, 86-87, Udyog Vihar Phase iV, Gurgaon, Haryana 122 015 * Phone 1800-180-1224  Telefax 91-124-2398115
Israel, Bio-Rad Laboratories Ltd., 14 Homa Street, New Industrial Area, Rishon Le Zion 75655 ® Phone 972-3-9636050  Telefax 972-3-9514129

Htaly, Bio-Rad Laboratories S.r.i., Via Cellini 18/A, 20090 Segrate, Mitan ® Phone +39-02-216091 ¢ Telefax +39-02-21609553

Japan, Bio-Rad Laboratories K.K., Tennoz Central Tower 20F, 2-2-24 Higashi-Shinagawa, Shinagawa-ku, Tokyo 140-0002 ¢ Phone 81-3-6361-7070 * Telefax 81-3-5463-8481
Korea, Bio-Rad Korea Ltd., 10th Floor, Hyunjuk Building, 832-41, Gangnam-gu, Seoul 135-080 ® Phone 82-2-3473-4460 e Telefax 82-2-3472-7003

Mexico, Bio-Rad, S.A., Avenida Eugenia 197, Piso 10-A, Col. Narvarte, C.P. 03020 Mexico, D.F. ® Phone +52 (55)5488-7670 ® Telefax +52 (55)1107-7246

The Netherlands, Bio-Rad Laboratories B.V., Fokkerstraat 2-8, 3905 KV Veenendaai ® Phone +31-318-540666 * Teiefax +31-318-542216

New Zealand, Bio-Rad New Zealand, 189 Bush Road Unit B, Albany, Auckiand ® Phone 64-9-415-2280 e Telefax 64-9-415-2284

Norway, Bio-Rad Laboratories, Nydalsveien 33, 0484 Oslo ® Phone +47-23-38-41-30  Telefax +46(0)8-5551-2780

Poiand, Bio-Rad Poiska Sp. z o.0., Nakielska Str. 3, 01-106 Warsaw ® Phone 48-22-3319999 e Telefax 48-22-3319988

Portugal, Bio-Rad Laboratories, Lda., Edificio Prime, Ave. Quinta Grande, 53 — Fraccao 3B Alfragide 26114-521 Amadora ® Phone 351-21-472-7700  Telefax 351-21-472-7777
Russia, Bio-Rad Laboratorii, 117105, Russian Federation, Moscow, Varshavskoe sh., 9, Bidg., 1B ® Phone +7-495-721-1404  Teiefax +7-495-721-1412

Singapore, Bio-Rad Laboratories (Singapore) Pte. Ltd., 27 international Business Park, #01-02 iQuest @/BF, Singapore 609924 * Phone 65-6415-3170 e Telefax 65-6415-3189
South Africa, Bio-Rad Laboratories (Pty) Ltd., 34 Boiton Road, Parkwood, Johannesburg 2193 ® Phone 27-11-442-85-08 * Telefax 27-11-442-85-25

Spain, Bio-Rad Laboratories, S.A., C/ Caléndu’a, 95, Edificio M. Miniparc i, Ei Soto de fa Moraleja, 28109 Madrid ® Phone 34-91-590-5200 e Teiefax 34-91-590-5211

Sweden, Bio-Rad Laboratories A.B., Box 1097, Soina Strandvég 3, SE-171 54, Soina ® Phone +46-8-555-127-00 * Telefax +46-8-555-127-80

Switzerland, Bio-Rad Laboratories AG, Pra Rond 23, CH-1785 Cressier ® Phone +41 (0)26-674-55-05/06 * Telefax +41 (0)26-674-52-19

Taiwan, Bio-Rad Laboratories Taiwan Ltd., 14F-B, No. 126 Nan-King East Road, Sec. 4, Taipei, Taiwan 10546 R.O.C. * Phone 886-2-2578-7189 e Telefax 886-2-2578-6890
Thailand, Bio-Rad Laboratories Ltd., 1st & 2nd Floor, Lumpini { Bidg., 239/2 Rajdamri Rd., Lumpini, Pathumwan, Bangkok 10330 ® Phone 662-651-8311 e Telefax 662-651-8312
United Kingdom, Bio-Rad Laboratories Ltd., Bio-Rad House, Maxted Road, Hemei Hempstead, Herts HP2 7DX ® Phone +44 (0)20-8328-2000 * Telefax +44 (0)20-8328-2550
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